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TOXIC SUBSTANCES CONTROL ACT OF 1976 



FRIDAY, MAY 4, 1979 

U.S. Senate, 
Committee on Commerce, Science, and Transportation, 

Subcommittee on Science, Technology, and Space, 

Washington, D.C. 
The subcommittee met at 9:35 a.m. in room 235, Russell Senate 
Office Building, Hon. Donald W. Riegle, Jr., presiding. 

OPENING STATEMENT BY SENATOR RIEGLE 

Senator Riegle. The committee will come to order. 

Today our hearing is directed at the Toxic Substances Control 
Act. We have two witnesses that we will be hearing from. I have 
an opening statement that I would like to make at this time. 

Two and a half years ago, the Congress passed the Toxic Sub- 
stances Control Act. TSCA, as it is called, has the potential for 
being one of the most important measures to protect human health 
and the environment through management of the introduction, use 
and disposal of chemicals in our society. 

The act also can have a significant impact on a major U.S. 
industry. It is an ambitious and complicated statute. Its prompt 
and prudent implementation is absolutely vital to the security 
interests of the United States. The Committee on Commerce, Sci- 
ence, and Transportation, which originally handled TSCA, still 
retains jurisdiction over the testing provisions. 

The testing provisions are critical to the entire regulatory frame- 
work of the act. At a time when regulatory reform is a critical 
element in national policy, one step this committee can take is to 
insure that the basis of regulation under TSCA is effective and 
sound. 

This oversight hearing today will review EPA's implementation 
to date of the testing provisions of TSCA. This committee is sup- 
portive of EPA's efforts to implement TSCA and hopes that 
through this hearing we can help them in their work. The commit- 
tee is aware that a number of the provisions in TSCA have not 
been implemented within the time frame work originally intended 
by the Congress. 

I hope that these delays have not resulted in any potential risk 
to human health or the environment. Hopefully, the additional 
time has served to develop sound scientific judgments for imple- 
menting the critical testing provisions and that is part of what we 
want to hear about today. 

In reviewing general progress made in implementing the testing 
provisions, this hearing will focus upon four interrelated issues. 

(1) 
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First, the scientific basis used for developing the testing guidelines 
and standards. Second, the coordination of Federal efforts in the 
area of toxic substances testing. Third, resources available to im- 
plement the testing provisions. And fourth, the economic impact of 
testing. 

Two years ago while investigating one of the worst environmen- 
tal disasters in the country, which occurred in the State of Michi- 
gan, I and the staff realized that the capacity of both Federal and 
State governments to respond to chemical accidents across the 
United States could be vastly improved. At the time I proposed the 
notion of the chemical emergency response team to improve the 
Federal capability in responding to accidents of various sorts. 

I was gratified that this provision was enacted as part of the 
Clean Water Act amendments. While not directly related to the 
testing provisions of TSCA, I understand that Ken Biglane is also 
here today and will be available to testify. He will be able to 
discuss what EPA is doing to implement that provision in the law. 
I appreciate EPA's efforts to provide some information on that 
matter as well in today's hearings. 

Today we will hear from Steven Jellinek who is the Assistant 
Administrator for Toxic Substances at EPA on the implementation 
of the testing provisions. I haven't had the opportunity of seeing 
Mr. Jellinek since his confirmation hearings, but I welcome him 
back and invite him to come forward to the witness table at this 
time. 

STATEMENT OF STEVEN D. JELLINEK, ASSISTANT ADMINISTRA 
TOR FOR TOXIC SUBSTANCES, ENVIRONMENTAL PROTECTION 
AGENCY; ACCOMPANIED BY KENNETH BIGLANE; AND DR 
WARREN MUIR. 

Mr. Jellinek. Thank you, Mr. Chairman. I am pleased to come 
here today before the subcommittee for the first time to discuss the 
Environmental Protection Agency's progress in establishing the 
chemical testing program authorized by section 4 of the Toxic 
Substances Control Act. I am accompanied by Warren Muir, 
Deputy Assistant Administrator for Testing and Evaluation and 
Kenneth Biglane, the Director of EPA's Oil and Special Materials 
Control Division. At the conclusion of my statement, Ken will be 
glad to answer any questions you may have with respect to EPA's 
emergency response capabilities. 

Of the tens of thousands of chemicals in U.S. commerce that fall 
under the jurisdiction of TSCA, only a small fraction have been 
adequately tested for chronic human health and environmental 
effects. This is an unacceptable situation for a society as dependent 
as ours upon chemical substances, many of which reach into virtu- 
ally every phase of our daily lives at home, at work, and at play- 
some in obvious ways, and others in ways that may be extremely 
subtle. 

While one day we may be able to demonstrate that the vast 
majority of these chemical substances cause absolutely no harm to 
people and the environment when used properly, the fact is that 
until adequate testing has been performed, we can do little more 
than speculate on this point. 
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As a matter of national policy, therefore, the Congress deter- 
mined in TSCA that adequate data should be developed on the 
effects of chemicals on human health and the environment, and 
that those who manufacture and process such chemicals should be 
responsible for developing this information. Section 4 of TSCA 
authorizes EPA to issue rules requiring procedures to be used in 
conducting such tests. 

The chemical testing program is one of two major provisions of 
TSCA— the other being the premanufacture review program for 
new chemicals— that are largely unique to the law and provided 
much of the impetus for its enactment. EPA believes it essential 
that both of these programs get started on a sound basis as major 
elements in our national effort to begin anticipating and prevent- 
ing toxic substances problems before the damage has been done. 

Over the past 19 months that I have been Assistant Administra- 
tor for Toxic Substances, EPA's efforts to implement TSCA as a 
whole— including these two highest priority aspects of the law- 
have been hampered somewhat by the considerable time and 
energy we have had to devote to building an organization, recruit- 
ing scientific and managerial staff, finding adequate office space, 
and developing basic operating procedures. However, we are now 
well on the way to completing these start-up tasks. 

But this is not all we have accomplished. In the area of chemical 
testing, not to mention several other important provisions of the 
law, I also believe we have made some very encouraging progress 
in laying the necessary foundation for an effective section 4 testing 
program. 

Today I would like to describe the highlights of what we have 
accomplished in this area, as well as our plans for the important 
months ahead. 

EPA's general approach to implementing section 4 of TSCA is to 
divide the necessary rulemaking efforts into two major parts; first, 
promulgation of testing standards for health and environmental 
effects, and second, application of those standards in rules requir- 
ing testing of specific substances and categories of substances. In 
this way, the broad scientific issues pertinent to determining the 
best and most efficient testing methodologies will, to the extent 
possible, be addressed just once rather than each time the agency 
issues a testing rule. 

If necessary, of course, EPA will adjust the testing standards for 
specific chemicals where the general testing standard may be inap- 
propriate. And as required by law, we will review the adequacy of 
testing standards at least annually and revise them as needed. 

By the end of this calendar year, EPA plans to issue final testing 
standards for many health effects that are likely to be included in 
TSCA section 4 chemical-specific testing rules. Considerable prog- 
ress has already been made toward this end. 

For example, EPA recently proposed the first section 4 health 
effects testing standards — for oncogenicity, chronic toxicity, and 
combined oncogenicity and chronic toxicity, as well as a standard 
for good laboratory practices concerning health effects testing. 

In addition to these, other health effects testing standards will be 
issued for acute toxicity, subchronic toxicity, mutagenicity, terato- 
genicity, other reproductive effects, and metabolism. To the extent 
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permitted by law, we plan to make these standards consistent with 
those being established under the Agency's pesticide program, and 
we are working through the Interagency Regulatory Liaison Group 
to develop testing standards that would be acceptable to the four 
IRLG agencies. 

By the end of this year, as well, we will begin proposing the first 
TSCA testing standards for ecological effects and chemical fate in 
the environment — designed to assess the potential impact of chemi- 
cals on aquatic and terrestrial ecosystems, and to provide insights 
into the mobility and persistence of chemicals in air, land, and 
water in order to assess exposures and identify populations at risk. 

To issue a rule requiring testing of a specific chemical or catego- 
ry of chemicals, the agency must make various findings, including 
a finding that there is insufficient information to determine or 
predict the effects of the chemical on human health or the environ- 
ment due to its manufacture, processing, distribution, use, or dis- 
posal. 

To pave the way for making such findings, the agency must 
address a number of generic issues that generally will apply to all 
testing rules in the future. EPA must decide, for example, how 
much and what kinds of information are sufficient for this purpose. 

Other generic issues that must be addressed in implementing 
section 4 include the question of whether to require testing of all 
chemicals in a particular category or only a representative sample; 
developing policy and procedures for granting exemptions from 
testing requirements; deciding how to handle data confidentiality 
problems; and determining how to decide what constitutes fair and 
equitable reimbursement for testing costs borne by individual man- 
ufacturers and processors of chemicals. 

In addition, the agency must perform a number of recurring, 
chemical-specific tasks each time it designates a chemical or cate- 
gory of chemicals for required testing. For example, the agency 
must examine all available information on a chemical, its exposure 
and reported effects, its structure-activity relationships with other 
chemicals, its metabolism, and so forth, as well as determine 
whether to require testing of the pure chemical or a commercial 
grade and who should perform the actual testing required. 

Once applicable testing standards are in place, and the appropri- 
ate issues have been addressed, EPA can start to issue testing rules 
for specific chemicals and categories of chemicals. We already are 
working on the first testing rules, in which we plan to give highest 
priority consideration to the substances and categories recommend- 
ed to EPA by the TSCA section 4(e) Interagency Testing Commit- 
tee. 

We also expect that the section 4 rules ultimately will include 
chemicals identified for testing through the agency's own hazard 
assessment process. The agency plans to propose the first health 
effects testing rules in December 1979, March 1980, and May 1980. 

Under TSCA, new chemicals that are within categories designat- 
ed for testing under section 4 must be tested as part of the act's 
section 5 premanufacture notification and review process. In this 
way, categorical testing rules issued under section 4 of the act will 
apply to certain new substances as well. However, the act does not 
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empower the agency to impose across-the-board testing require- 
ments for all new chemicals, iust because they are new. 

It is clear that the possible risks associated with many new 
chemicals, particularly those that are not within categories desig- 
nated for required testing under a section 4 rule, cannot be ade- 
quately evaluated without some testing. Which chemicals should be 
tested and what kinds of tests should be performed for premanufac- 
ture notification depend on factors such as the basic properties of a 
chemical, its intended uses, and the nature and extent of probable 
human and environmental exposure. 

It is extremely difficult to provide definitive guidance that would 
apply to the entire universe of new chemicals. Nevertheless, I 
think it essential that EPA attempt to help chemical companies 
make those testing decisions. It is apparent, on the one hand, that 
major gaps in knowledge of new chemicals could defeat the purpose 
of premanufacture review, and, on the other hand, that extensive 
testing of all new chemical substances could inhibit innovation. 

We are planning to issue testing guidelines that will be designed 
to avoid both pitfalls by helping chemical companies focus their 
testing resources on those new chemicals most likely to present 
significant human health or environmental risks. In March of this 
year, EPA published a detailed discussion of the scientific and 
economic issues involved in developing such guidelines and invited 
public comment. 

In summary, EPA must resolve a great many issues and factors 
in establishing the TSCA chemical testing program. As in many 
new programs, the first years are the most difficult. However, I 
believe EPA is well on its way to developing an effective chemical 
testing program under TSCA, and that over the next several 
months a number of projects already under way will begin to bear 
fruit toward this end. 

Senator Riegle. Thank you for your statement. Let me just get a 
clarification on a couple of points. 

In your statement you indicate the process you have been going 
through to go onstream and get operational, exactly what is the 
operational status now? How are you situated? How many people 
do you have, where are they housed? Are things basically together 
and functioning? 

Mr. Jellinek. As I said, we are well on our way. We are not 
quite there yet. We have been authorized in fiscal year 1979 ap- 
proximately 400 people for the Office of Toxic Substances, Abate- 
ment, and Control, which is the part that I am responsible for. And 
we have approximately 250 of those hired and on board. The major 
limiting factor at this point in hiring faster has not been our 
ability or inability to recruit qualified staff. We have had excellent 
success on that. But it's been our ability to find space to put them 
in. We are extremely crowded. In many cases we have people 
sitting in areas where they have 50, 60, 75 square feet, which is less 
than half of the GSA allotment. We just can't squeeze them any 
more. 

We have an intermediate-term solution to that space problem. 
The agency has acquired additional space, but it's going to take the 
next 6 to 8 months to move into that space. 

Senator Riegle. Where is it? 
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Mr. Jellinek. Part of it is right down here on South Capitol 
Street, and an additional large chunk is going to be in Crystal Mall 
over in Virginia. 

Senator Riegle. So you have already obligated for the space, is 
that right? 

Mr. Jellinek. We are moving into the South Capitol Street 
space. And we have a commitment from GSA on the Crystal space. 

That space has not yet been vacated by the Library of Congress, 
which is now occupying it. 

Senator Riegle. It is essential that all 400 people be here in the 
Washington Metropolitan area? 

Mr. Jellinek. Let me give you a technical answer. It's essential 
that all people in the program be together in one place, in one 
close geographic area. I suppose we all could move to Detroit or 
Ann Arbor. 

Senator Riegle. We would love to have you. 

Mr. Jellinek. Thank you. But the thing that is essential is that 
our program be together in one place. I think, frankly, for a new 
program with this much interest and with the kind of interrela- 
tionships we have with the rest of EPA, it's probably preferable 
that we be in Washington. 

Senator Riegle. You say you are authorized to hire people, you 
have no problem finding good people. You have got people interest- 
ed in coming and doing the work. But you are only slightly up to 
half strength. Is it principally because of the space problem? 

Mr. Jellinek. That is, I think, the major factor. 

Senator Riegle. Do you hear from other administrators of gov- 
ernment in other functions, are they experiencing the same kinds 
of difficulty you are? 

Mr. Jellinek. Well, EPA has been squeezed generally for years. 
Space and working conditions at Waterside Mall are, I think, a cut 
or two below working conditions in most other Government agen- 
cies. We have just recently been able to secure a large amount of 
additional space. Once the Crystal space is made available, the 
agency's needs throughout, not just the Office of Toxic Substances, 
will be adequately met, I think, through fiscal year 1980. 

Senator Riegle. It's amazing to me that something like a lack of 
space should be the reason we can't move faster. 

Mr. Jellinek. There are worse examples. In answer to your 
previous question, my understanding is, or rather, I have been told, 
that the black lung program in the Department of Labor has 
halted almost completely because they have no place to put people. 
At least we have a place to squeeze people in in the interim. But 
they have done hardly any hiring at all, and I don't think that 
program has even started. I have been told it is a space problem. 

So it is a problem, an acute problem in other agencies as well. I 
know EPA has been suffering for several years. 

Senator Riegle. This space that you are acquiring, is it suitable? 
You are going to have to have a certain amount of sophisticated 
gear around, I would assume, unless you are going to farm out all 
your technical work. Aren't you going to have to do a certain 
amount of work that involves lab tests and things of that kind? 

Mr. Jellinek. We don't expect to be doing any of that work in 
Washington. 
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EPA does have laboratories in various parts of the country. And 
the people in our office will be working very closely with our 
laboratory people. Any work that involves actual experimental 
design or execution will be done through our laboratories in cooper- 
ation with the people there. 

Senator Riegle. Are there principal laboratories that you are 
going to use here, and if so, where are they? 

Mr. Jellinek. EPA has two principal health effects laboratories, 
one in Research Triangle Park, N.C., and one in Cincinnati. It has 
several principal ecological effects laboratories. Marine ecology, for 
example, in Narragansett and down in Gulf Breeze, and other fresh 
water ecology in Duluth, Minn, and Athens, Ga. And our people 
will be working with those laboratories depending upon what their 
specialties are. 

Senator Riegle. Do you feel that you are getting— and I am 
asking you a very pointed question and I would like the frankest 
possible answer — do you feel you are getting the kind of support 
from OMB to carry out the legislative mandate that you need? 

Mr. Jellinek. Well, I am delighted, Senator, to say that I am not 
in the position of having to waffle on that. 

OMB has given us support. The administration has given us good 
support. Doug Costle has given us good support. We have been the 
agency that has grown in terms of our budget requests more than 
any other in Government. And our program has been the part of 
EPA that has grown more than any other. So we have gotten good 
support from the administration. 

Senator Riegle. The problem is in terms of structure. You don't 
have the chemical emergency response team's function directly 
under yourself; is that right? 

Mr. Jellinek. That's correct. EPA has several laws, six or so, 
that deal in one way or another with toxic chemicals. The focus of 
TSCA, and of the pesticide law which is the other law under my 
jurisdiction, is on the products themselves. 

Senator Riegle. Right. 

Mr. Jellinek. And the effects of those products of the chemicals, 
themselves. 

Senator Riegle. Right. 

Mr. Jellinek. The focus of the other laws is primarily on pollut- 
ants or wastes. So there is a large amount of toxics in the water 
program and the air program. But most of it is related to pollution, 
pollutants and residuals as opposed to the products, characteristics 
of the products themselves. 

Senator Riegle. Now, Mr. Biglane, I want to get to you shortly. 
You really are the person that is responsible for overseeing the 
chemical emergency response capabilities within the Federal Gov- 
ernment; is that right? 

Mr. Biglane. For EPA, in both chemicals and oil. 

Senator Riegle. In terms of dividing your effort between chemi- 
cals and oil, how does it divide percentagewise? 

Mr. Biglane. Well, I will have to say that oil spills predominate, 
since by law those kinds of spills must be reported. Shortly, one 
will be mandated to report chemical spills into the surface waters 
of the United States. We draw our authority from section 311 of 
the Clean Water Act. And that is surface water oriented. Since 
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1970, one who spills oil in an amount that would create a sheen, or 
emulsion, in the water column, must, by law report that spill 
under both criminal and civil sanctions. So we have good statistical 
records on oil spills. 

We are receiving voluntary reports only of chemical spills. We 
suspect that our final regulations on reportable quantities, those 
quantities that have to be reported under the same section of the 
act, will be available this coming June. After that time, at least 299 
chemicals discharged or spilled by a point source must be reported 
to the Government. Then we will build in a better statistical base 
to answer your question. 

Senator Riegle. Maybe we ought to pursue it now. I am wonder- 
ing, are you saying that the way the system works is that anything 
that makes its way into surface water would allow you to reach 
that problem? 

Mr. Biglane. Yes, sir. 

Senator Riegle. Any toxic substance that gets into surface 
water? 

Mr. Biglane. At the present time, only on 299 designated sub- 
stances are we allowed to act. Let me define act. The 1970 amend- 
ments to the Federal Water Pollution Control Act provided a $35 
million revolving fund. Once the Government receives the report of 
an oil spill and of one of the designated 299 chemicals, the Govern- 
ment can act through the mechanism of our National Contingency 
Plan. This plan is an interagency agreement between six Federal 
agencies. They are the Departments of Defense, Interior, Com- 
merce, and Transportation represented by the Coast Guard, EPA, 
and Agriculture. And soon we hope to have OSHA aboard. These 
agencies have formed themselves into both a National Response 
Team of which I am chairman, and regional response teams. This 
means that every EPA regional office maintains a local regional 
response plan, as does every Coast Guard district unit. Once the 
report of a spill to surface waters is received, either the Coast 
Guard or EPA, and they are the two lead agencies by the way in 
this plan, furnish what we term an "on-scene coordinator/' This is 
that single executive agent that coordinates the activities of those 
Federal agencies that I just articulated, and also the States. 

Senator Riegle. I want to refer to the law that we passed in 
1977, which is Public Law 95-217. 

As you well know, I am sure, we included in there an amend- 
ment in section 69 which deals with the question of setting up the 
capacity to respond to contamination incidents. 

In this section 69, under area B(l) it reads as follows: 

The Administrator is authorized to provide assistance in emergencies caused by 
the release into the environment of any pollutant or any other contaminant, includ- 
ing but not limited to those which present or may reasonably be anticipated to 
present an iminent or substantial danger to the public health or welfare. 

That is the whole paragraph. But the key language here is, I 
think, "provide assistance in emergencies caused by," and I stress 
these four words, "release into the environment." It doesn't say 
anything about surface waters or navigable waters or anything 
else. 
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Presumably things may get into the water supply. But doesn't 
this law make it clear that the mandate is broader than using a 
surface water test? 

Mr. Biglane. Yes, sir, that mandate does appear in section 504 of 
the Clean Water Act of 1977 and also authorizes a $10 million fund 
in order for the Administrator to assist in such emergencies. 

Senator Riegle. Have you ever gotten the $10 million? 

Mr. Biglane. No, sir. 

Senator Riegle. Is that an OMB decision. Have you asked for it? 

Mr. Biglane. Yes, sir, we have asked for funding for 504 on 
several occasions. 

Senator Riegle. On several occasions or seven? 

Mr. Biglane. Several. I might add that it's realized that that 
mandate to address the emergencies in the environment is certain- 
ly viable and should be implemented immediately. The lack of 
funding, however, has caused that section not to be fully imple- 
mented at this time. I suspect one reason is that $10 million may 
not go very far. 

Senator Riegle. It goes farther than no dollars, though. 

Mr. Biglane. That is true. 

Senator Riegle. At least, it seems to me, $10 million would let us 
get up an operation. We could get some technical people. We could 
probably get some of the most relevant machinery that we would 
need to do certain kinds of chemical analysis and so forth. It would 
at least put us in the ball game. 

Mr. Biglane. Yes, sir. 

Senator Riegle. But you have asked for that now on several 
occasions, and OMB has said no; is that correct? 

Mr. Biglane. Up to now, the fund has not been implemented. 

Senator Riegle. Does that release you from your legal obligation 
to carry out the law? 

Mr. Biglane. No, sir, I would not say that it does. 

Senator Riegle. What do you do then in that situation, when you 
ask for the money and you are not given the money, and you have 
a legal mandate to proceed, how do you handle that situation? 

How have you handled it? 

Mr. Biglane. In the past we have responded under the mecha- 
nism of our National Contingency Plan. And on a case-by-case 
basis, we have assisted, under our broad authorities under techni- 
cal assistance, sections of the law, by taking money out of pocket to 
assist in these situations. We have done that on numerous occa- 
sions. 

Senator Riegle. Could you give me an example of recent ones? 

Mr. Biglane. Yes, sir. Following a flood earlier this year in 
Kentucky several drums of chemical waste came out of the flood 
plain and thus into the surface waters of that State. The floods cast 
some of the barrels up in trees. They rolled around, and some of 
the drums broke, releasing their contents of chemical waste into 
the streams. The State of Kentucky asked the administration for 
assistance. We did respond. 

EPA provided a on-scene coordinator. My division obligated 
$100,000 to take care of the emergency. We recovered the drums 
that were turned loose by the flood. We redrummed those that 
were leakers. We removed the drums to a higher area, so that they 
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would not be impacted by any future floods. That was the story 
We solved the emergency. 

Senator Riegle. Let me ask you this: Presumably what was in 
those drums would be on your list of 299; was that the figure? 

Mr. Biglane. 299. Yes, sir. Several of those compounds were 
found in those drums. 

Senator Riegle. Now, as I understand it, PBB is not on your list; 
is that right? 

Mr. Biglane. PBB is not on the list. Hopefully, to repair that, 
the agency published on February 16 this year a proposed rulemak- 
ing to expand our criteria to place additional hazardous substances 
on the list. 

Senator Riegle. Would that include PBB? 

Mr. Biglane. Let me read from our request for comments, if you 
would, sir. 

Senator Riegle. Sure. 

Mr. Biglane. "Our intent is to consider substances which are 
carcinogenic, mutagenic, radioactive and may bioaccumulate in 
animal tissue to cause chronic toxic effects." 

To answer your question, sir, yes, I suspect polybrominated bi- 
phenyls will be placed on the list. 

Senator Riegle. So what you have just read here, describe again, 
this is a notice you are intending to make in terms of the desire to 
expand your list? 

Mr. Biglane. That's correct. 

Senator Riegle. But you have not yet spelled out the specific 
chemical items? You have simply said that they will be chemical 
items that have this potential for effect. 

Mr. Biglane. We have set out the criteria for selection. 

Senator Riegle. Is work being done yet to compile that list at the 
present time? 

Mr. Biglane. Yes, sir. 

Senator Riegle. Can you give us any sense for how many addi- 
tional compounds are likely to be on that list? 

Mr. Biglane. No, sir. I would like to supplement the record, if 
that information is available. That list is not being compiled by my 
division, but it is being compiled in the agency, and I will seek to 
answer that question. 

Senator Riegle. I see. But you have no sense for whether it is 
several dozen compounds or 200 or 300 compounds? 

Mr. Biglane. No, sir, I do not. 

[The following information was subsequently received for the 
record:] 

I am informed that about 214 new chemicals are being considered for addition in 
fiscal year 1979. In fiscal year 1980, about 280 additional compounds are anticiapted 
to be added. Polybrominated biphenyls are not being considered for addition this 
year. 

Senator Riegle. You were sitting there when Mr. Jellinek was 
saying that he's had absolutely no problem getting money from 
OMB doing related work to what you are now charged with doing. 
Yet you are having great difficulty getting money from OMB. I 
don't understand that. 

Do you understand that? 
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Mr. Biglane. Well, I might answer in this fashion: Again, to 
clean up what we have come to view as some pretty horrible 
situations in this country, and that is the deposition of waste in 
land fills, unauthorized land fills, land fills that are inadequate, 
these situations have been brought to our attention by instances in 
Missouri, in the Love Canal, in the so-called Valley of the Drums, 
and at the present time, more than 800 such sites that the agency 
has identified. 

Senator Riegle. Excuse me. Did it contain one of these 299 
compounds? 

Mr. Biglane. Contain hazardous substances by any definition. 

Senator Riegle. There are 900 of these sites in the country, I 
guess you said. 

Mr. Biglane. The figure is more than 800. Probably in the tens 
of thousands, that we have not identified. 

Senator Riegle. In the tens of thousands that you have not 
identified? 

Mr. Biglane. Yes, sir. Again, to further answer your question, I 
have also heard the figures that it will take literally billions of 
dollars to clean up these sites. 

And I think from that point of view, the administration recog- 
nized that a $10 million fund, of course, would not be sufficient. 
The moneys should be made available without annual authoriza- 
tions or reauthorizations. Last week our Deputy Administrator, 
Barbara Blum, announced in Denver that the agency was prepar- 
ing a legislative initiative which would address these kinds of 
incidents, releases from spills, releases from uncontrolled hazard- 
ous waste disposal sites and releases subject to section 504 of the 
Clean Water Act, including permitted releases and discharges. A 
fund is envisioned in the order of $6 billion. Funds will be generat- 
ed from both appropriations and from fees assessed to the produc- 
ers and manufacturers. 

Again, this is a legislative initiative, and if that initiative were to 
be adopted by Congress, it would provide the kind of resources that 
we will need in addressing these kinds of problems. 

Senator Riegle. It sounds to me like we really have an urgent 
problem on our hands here that we have not really paid attention 
to in the past. 

Mr. Biglane. We have a critical problem, Senator. 

We have done a good job, I think, as a Nation in addressing 
wastes in our streams. We have gotten a lot of those out. And in 
addressing wastes in our oceans. By 1981, sewage sludges will no 
longer be dumped into the oceans, nor will harmful industrial 
wastes. 

But as we accumulate these materials, one is faced always with 
the problem, where do we put them? 

And so the next critical item we must address in the country, is 
to discover those substances that are illegally placed or placed in 
inadequate facilities, take care of those and address the proper 
deposition of these materials in the future. 

Senator Riegle. I am going to have to have the committee take 
about a 3-minute recess here. I am going to take a phone call 
outside. Let me just ask you to remain right there, if you would, or 
stretch your legs. 
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I will be back very shortly. 

[Recess.] 

Senator Riegle. Let us resume. 

Mr. Biglane, I want to be clear on one other thing. 

You were saying you are proposing to expand the criteria, which 
will lengthen the list of substances that will fall under your control 
here, or at least give you the authorization to act on them. 

In terms of timing, when is it likely that we will see that process 
work its way through, and your list of 299 will, in fact, be expand- 
ed? 

Mr. Biglane. Yes. Let me give two responses to that. I think first 
we have to understand that whenever we put a chemical on this 
list, that list then is subject to review by the courts. If one fails to 
report the release of that material into surface waters, that indi- 
vidual is faced with a $10,000 fine or a year in jail. 

Senator Riegle. When you say "release into surface waters," is 
that different than this legislative language here that says "release 
into the environment"? Which definition should we be using? 

Mr. Biglane. Right. For the purposes of the 299 list and its 
further expansion, we are talking about section 311 of the Clean 
Water Act. That section is very specific, again, to have the Admin- 
istrator designate certain chemicals which will trigger the series of 
events under our national plan, one of which will be the manda- 
tory reporting procedure. 

So my first point is that we have to be very careful and have a 
great deal of back-up material for each of these materials that 
show up on the list, because again, the individual is subject to 
criminal and civil sanctions, and also is liable up to large dollar 
amounts for clean-up, once that designated chemical is released. 

Now if our suggestion for new legislation is undertaken and is 
passed, then we are talking about all the environmental media, in 
other words, the surface water release is no longer the only trigger 
and the reporting device would be all spills in reportable quanti- 
ties. In other words, there would still be a designation. 

I would suspect at that point there will be a — I wouldn't say 
"hasty," but an expedited review of those chemicals that fall under 
the criteria that I read before, that is, substances which are car- 
cinogenic, mutogenic, radioactive, and cumulative in tissues to 
cause chronic toxic effects. I suggest at that point we certainly will 
expedite placing materials on the list. 

Senator Riegle. Then is it fair to say that under section 311 
which deals with navigable waters, and your authorities now under 
section 504, which deal with releases into the environment, that 
these, you see these differently? 

These are not combined within the policing structure of your 
operation? 

Mr. Biglane. That is true. For the purposes of reporting and for 
the purposes of assessing liabilities on the discharges, we still have 
to come back to the Clean Water Act, section 311. 

Senator Riegle. Is there a reason why these can't be combined? 
Couldn't you combine these administratively, or would we have to 
rewrite the law for that? 
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Mr. Biglane. The law would most probably have to be repaired 
under section 311 again, if the law was prepared to respond to 
more than just surface waters. 

The existing 504 section would be bolstered by the superfund 
legislation, to the extent that large money funds would be afforded 
to the Administrator to take immediate action. 

Senator Riegle. It sounds to me like we haven't yet found a way 
to combine these things. What we are concerned about is that any 
damage that has occurred or at least releases of these items into 
the environment that can be harmful, whether they are in water 
or some other form, it seems to me, are you free to propose a 
legislative consolidation? Would you, for example, feel that you 
were — had the latitude to recommend a way of consolidating this 
effort, so we could get one kind of focused effort at the same time? 

Mr. Biglane. Yes, sir, I think the legislative initiative that I 
have discussed does consolidate that kind of activity. 

I agree that our onscene coordinators should not be faced with 
that onerous problem of determining, following an insult: Is this 
oil? Is this a chemical that showed up on someone's list, so I can 
attach the 311 fund? Do I have to be concerned with that, or shall I 
go ahead and take the action, knowing full well that my actions 
and activities are covered by the money fund and by any penalties 
that could be collected as a result of that insult. 

We agree that the onscene coordinator should not have to do 
that kind of bookkeeping in the middle of an incident. 

Senator Riegle. In terms of your current effort, how many 
people do you have that work in this area, in round numbers? 

Mr. Biglane. Yes, sir, but understand the Coast Guard shares 
half the program, because they, the Coast Guard, furnish the on- 
scene coordinators in the coastal areas, on the high seas and the 
Great Lakes. 

EPA furnishes that same onscene coordinator in the inland 
areas, generally above tide. Both onscene coordinators have access 
to the same revolving fund. The Coast Guard administers that fund 
and has done an excellent job, and they deserve high compliments 
for doing that. 

In answer to your question, in fiscal year 1979 we had 29 person- 
nel in headquarters, assigned to headquarters. Eight of those are 
on a newly formed environmental reponse team located in Edison, 
N.J., and Cincinnati, Ohio. We have 93 regional people 

Senator Riegle. Let me just stop here, because I want to have 
the record clear as we go along. 

Now the people that are in the headquarters, they are, in effect, 
the emergency response team; do I understand you correct? 

Mr. Biglane. Yes, sir, let me repeat the statement. We have 29 
full-time individuals assigned to the headquarters unit. 

Senator Riegle. Right. 

Mr. Biglane. Eight of those who are assigned to that unit are 
located in Edison, N.J. and Cincinnati, Ohio — six in Edison and two 
in Cincinnati. 

These are our so-called "shock troops/' They come onscene 
armed with that sensitive information and skills to not only protect 
the workers on the scene, but also give advice on evacuation, 
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proper disposal, proper handling of a particularly bad chemical, 
that kind of thing. 

Senator Riegle. Now let me understand. Are they, in fact, what 
constitutes your chemical emergency response team at the 
moment? 

Mr. Biglane. Yes, sir. 

Senator Riegle. You are funding this without having gotten the 
$10 million out of OMB; is that right? 

Mr. Biglane. Again, these are line item funds to support section 
311— but I haven't finished. We have 93 people in our 10 regional 
offices. 

Those are the individuals that furnish our on-scene coordinators 
cadre. That is that single executive agent that shows up on the 
scene following the reported insult. 

Senator Riegle. Right. 

Did you have those folks before? Aren't those basically the 
people that helped you with oil spills, and so forth? 

Mr. Biglane. Yes, sir. Again, we have learned how to respond in 
this country following the oil spill incidents. 

It was in a way, good that we had that impetus back in the early 
days to form up these teams, and they came because of the Santa 
Barbara incident, the wild wells, so we formed these teams and 
they now know how to respond. We have to bring them up to speed 
technologically, because of the chemical incidents. 

Senator Riegle. So you have 29 people as part of your headquar- 
ters operation. As I understand it, 8 of those 29 are spread between 
two locations, New Jersey and Cincinnati. 

Mr. Biglane. Right. 

Senator Riegle. They really are sort of your troubleshooters 

Mr. Biglane. Right. 

Senator Riegle [continuing]. On these problems that arise, con- 
tamination problems. Then they are supported by 93, did you say, 
field people? 

Mr. Biglane. Yes, sir, in the regions. 

Senator Riegle. What kind of growth has this shown in the last 
year? Are these numbers roughly constant or are you increasing in 
size? 

Mr. Biglane. Last year we had 21 in headquarters. We did not 
have the eight-man team. We increased by six in the regions. We 
show an anticipated increase next year in Federal employees. 

Let me state that although we could not get additional resources 
to plan for the chemical program that we know is coming up, once 
our regulations are promulgated and should this new legislation be 
successful, we did get money to hire what we call a technical 
assistance team. They are contractors. We went out on bids. We set 
up criteria for the contractors needed to follow to assist our on- 
scene coordinators on-scene. 

These are highly skilled scientists that will assist our on-scene 
coordinators, both EPA and Coast Guard, following these chemical 
incidents. 

They were specifically designed to address chemical incidents. 

Senator Riegle. Have you hired some of these services? 
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Mr. Biglane. We have 32 contractor personnel. The contracts 
have been signed. We will have our first meeting between the 
contractor and the regional people this month. 

Senator Riegle. Were they hired to troubleshoot specific prob- 
lems, or to be on call when problems were found? 

Mr. Biglane. Both. 

Senator Riegle. So you have got some specific detective work 
that you want them to do for you; is that correct? 

Mr. Biglane. Yes, sir. 

Senator Riegle. What kinds of things are involved there? 

Mr. Biglane. Part of section 311 calls for prevention programs. 
We have found in the oil portion of the program that to be ex- 
tremely successful, we think we can show between a 23 and 25 
percent reduction of spills from nontransportation-related facilities 
involving oil over the years. 

That same legislation — by the way, that program is known as 
our SPCC program, spill prevention control and countermeasure. 
That same program will be written for the nontransportation-relat- 
ed facilities and the chemical end of the business. 

These teams that I just mentioned will aid us in inspecting 
chemical facilities for adherence to the SPCC plans. 

I might add, I would hope that we have all noticed the lack of oil 
in our surface waters in this country, since the Congress passed 
that legislation. It's been one of the most successful pieces of legis- 
lation that I have had the privilege of being identified with. It's 
extremely difficult to find a sheen of oil on our surface water these 
days, unless there has been an accident. 

Senator Riegle. I think that deserves commendation. I am natu- 
rally more concerned about the balance of the chemical items ,that 
we have been talking about here that are more subtle, harder to 
see, harder to identify. All of these past areas where chemicals 
have been dumped and left. But I guess what you are saying to the 
committee is that you expect that now that you are publishing, 
broadening your criteria, and thereby greatly expand your sub- 
stances, that this will, in turn, set in motion the need for you to 
hire additional people. And that this will put you in a new position 
to make a justification to OMB and to the Congress for an expand- 
ed operation. 

I take it that that is really what we can anticipate here. 

Is that right? 

Mr. Biglane. Yes, sir. That will all follow. 

If I may extend my remarks on our national contingency plan 
and the teams and the programs that have evolved from that, we 
have nearly 100 brandnew industries in this country since 1970, 
private industries that have geared up to respond to spills of oil. 

We would hope to see a commensurate number in the area of 
chemical response from the private industry sector. 

Senator Riegle. I think this is crucial. In Michigan when we had 
the PBB problem, I talked with members of the different major 
firms in the State, Dow Chemical, Upjohn, Parke-Davis, companies 
who had very extensive technical capabilities, both in terms of on- 
site machinery of an exotic sort, and personnel, and asked them if 
they would be prepared to be available on an emergency basis in a 
consortium-type effort to troubleshoot some exotic chemical prob- 
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lem that had arisen in the environment. They were very positive in 
terms of indicating a desire to do that. 

It seems to me that one of the ways to make great use out of a 
smaller centralized Federal troubleshooting team is to tap into 
those decentralized private resources State by State, or certainly 
geographic region by region. You say you have done that now with 
oil spills; is that correct? 

Mr. Biglane. Yes, sir. Again, that is a new industry in this 
country since 1970. The private sector, several companies, approxi- 
mately 100, have geared up now to respond to spills of oil. 

Understand, neither the Federal troops, EPA, nor State troops or 
companies' guard troops actually get in and clean up the oil. We 
have to depend on private contracts. 

Senator Riegle. I understand that. But I am talking now about a 
variation of this. I am concerned about two things in terms of these 
chemical contamination incidents which I think we both agree, I 
don't think there is any question but what you agree that you have 
a responsibility in that area now, as well, under the law, and you 
have started to tool up to deal with it. But it seems to me in this 
instance you have got quite a different kind of situation. 

The first one may be diagnosis. The problem with the PBB in 
Michigan was that we started seeing effects on animals that indi- 
cated something was wrong, but no one knew what the situation 
was. So the detective work had to go backward to try to find the 
source of the problem. 

Mr. Biglane. Yes, sir. 

Senator Riegle. That gave rise to the amendment to set up a 
chemical emergency response team to do that kind of detective 
work on a very sophisticated basis, given this enormous explosion 
of new chemical substances. 

So it seems to me that what you are going to need in terms of a 
counterpart group in the private sector here, not just private con- 
tractors who go out and clean up oil spills once they have been 
discovered, but you are going to need a consortium effort that will 
help you find out what your problem is, that you may well have a 
chemical contamination problem that — where it's not known exact- 
ly what is causing it. 

So that is the first piece of work that has to be done. Then after 
it's been diagnosed, then it seems to me the second step is how do 
you deal with it, how do you go about cleaning it up? 

Now does that make sense to you? Do you see your mission along 
those lines? 

Mr. Biglane. Yes, sir, and we have been doing that. We have 
had incidents in the recent past which have really been hairy, if I 
can use that word. We had an incident in Gettysburg, Pa., along 
about the time of the nuclear powerplant incident in Harrisburg. 
This incident involved a truck wreck with about 89 drums of ele- 
mental phosphorus. As you know, elemental phosphorus ignites 
once it's in contact with oxygen. 

There were 89 hermetically sealed drums of elemental phosporus 
involved in this truck wreck. An explosion occasioned the evacua- 
tion of nearly 100 people. The State of Pennsylvania ordered the 
phosphorus back on the trucks. 
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By the way, the drums were charred, the seals were in some 
cases heavily damaged. 

The troubleshooter said, "You better put that phosphorus in 
water, or we are going to have a real explosion.' ' 

By the way, each drum contained 400 pounds of elemental phos- 
phorus. 

The small drums were put inside large drums, 55-gallon drums 
and overpacked with water, loaded on the trucks and sent to Ha- 
gerstown, Md. When the EPA was notified, about a week after the 
incident, our on-scene coordinator brought in our environmental 
response team who informed us that, No. 1, the State of Maryland 
wanted that phosphorus out of that State also, that there was no 
place in the State of Maryland to dispose of over 16 tons of elemen- 
tal phosphorus. So, we had to find a disposal site. 

In the meantime our ERT people were telling us that the phos- 
phoric acid being generated by the contact of the phosphorus with 
the water and other waste material in the overpacked drums was 
attacking the metal on the drums and creating hydrogen gas. 

The nuclear powerplant had one hydrogen bubble; at one point 
we had some 89 bubbles and no place to put the material. We were 
told that we should not move those 89 drums more than about 200 
miles, otherwise the smaller drums would bang against the larger 
drums, because they were not braced, perhaps creating a spark, 
and we would really have an explosion. 

The bottom line said that because of our National Response 
Team membership, because of our national plan, the Army made a 
risk assessment of various military bases on the east coast within a 
200-mile range. Camp A. P. Hill in Virginia was selected as a place 
that one probably could take these drums for detonation. Within 
hours a 20-vehicle convoy left Hagerstown, accompanied by sand 
trucks, backhoes, fire marshals of the State of Maryland, and 
Maryland State Police. The convoy was met at the Virginia line, 
and Virginia State Police conducted us to A. P. Hill, where a 
detonation program was designed and implemented. On the 18th of 
April the last of the 89 drums was detonated. 

This kind of exercise suggests several problems. 

We have to have these kind of troops that you are talking about. 
They are desperately needed to understand what is the emergency. 

Second, we desperately need disposal sites in this country to 
place these kinds of materials. 

I could tell you for hours of other experiences we have had, for 
instance, in Lafayette, Ind., with the professor that was working on 
ordnance, explosive materials, and how we handled that. But let's 
seize on this particular incident, because it does demonstrate just 
what great danger this country is in, because we have not predesig- 
nated disposal sites to handle these kinds of hazardous situations. 

Senator Riegle. Was this example that you have just cited, 
which was just completed, I take it, it was in April of this year? 

Mr. Biglane. Yes, sir. 

Senator Riegle. These denotations were carried out — was this 
publicly known? 

Mr. Biglane. Yes, sir. The Governors of both States knew about 
this. We had representation by the States on our regional response 
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teams that conducted the exercises. I was personally interviewed 
by several of the news media. Yes, it was known. 

Senator Riegle. When you moved these things over the highway, 
were the highways shut down? Were people gotten off the high- 
ways? 

Mr. Biglane. The convoy proceeded in the early hours of the 
morning, left at 1:38 a.ra. in Hagerstown and arrived at 5:06 a.m. 
in Camp A. P. Hill, again accompanied by the back-up systems. 

Senator Riegle. The roads were not closed. I assume anybody 
else driving on the road at that time coming in the opposite direc- 
tion would go past this convoy; is that right? 

Mr. Biglane. Since the State police were notified, I am certain 
they took the proper precautions to minimize that hazard. 

Senator Riegle. To your knowledge, the roads weren't closed off? 

Mr. Biglane. To ray knowledge, no, sir. 

Senator Riegle. I want to come back to a more complete discus- 
sion, and I will shortly, and I appreciate what you have said so far. 
Let me come back. I want to work my way back to Mr. Jellinek 
here, because I want to get on to the TSCA testing provisions. 

But I want to ask this question. 

Mr. Jellinek, I am asking for a professional assessment. I am not 
asking you to speak for the President, but for yourself here as 
much as you can. 

As you hear this, how do you feel — how comfortable do you feel 
about having the functions of follow-up, clean-up, diagnosis, envi- 
ronmental concern, carried out in this fashion, lodged where it is 
today? 

Would you like to have it in your shop, or do you feel it ought to 
stay where it is? 

Mr. Jellinek. I think it ought to stay where it is, frankly. 

Senator Riegle. You don't have the space. 

Mr. Jellinek. I have enough problems. That is my gut personal 
reaction, if that's what you are asking. 

But in a more serious vein, EPA does have a problem internally 
in coordinating various toxic provisions of the various laws that we 
administer. To solve the problem, we have set up ways of trying to 
make sure that we are talking to each other. 

For example, people in my office have been dealing for the past 
couple of years — but even more intensively over the past couple of 
months— with Ken Biglane to try to make sure that we know what 
is going on, when he's dealing with these incidents, and that he 
knows the kind of expertise we have available to help answer some 
of the health effects questions that come up as these incidents 
occur. 

So the role in my office, where we have health scientists with a 
wide range of expertise and medical doctors, is to provide support 
and assistance to Ken and his folks, when they come up with a 
problem: What is the substance? What does it mean? Have there 
been any tests done on it? Do we know anything about what its 
health effects may be? 

If those kinds of questions need answering, Ken is going to come 
and ask us, and our people will be able to help out. 
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In that sense, we don't think that our primary role is manage- 
ment of the clean-up and the day-to-day tough decisionmaking that 
has to go on to resolve one of these spills or one of these incidents. 

But we do have a lot of expertise that is available to assist Mr. 
Biglane in his job. 

Senator Riegle. So you see your job, then, as evaluating toxic 
substances, deciding what the risks are, and what the safeguards 
ought to be? 

Mr. Jellinek. That's right. 

Senator Riegle. What ought to be introduced or not introduced, 
and you come right up to the edge of that function. But then once 
these chemicals are out in use and into the environment, and the 
possibility of contamination incidents arise, you see that as his 
responsibility. Therefore, that is the essential dividing line? 

Mr. Jellinek. Yes, our responsibilities at the front end are 
broader in terms of not just evaluation, but also control, in the first 
instance. But once there has been a spill or incident, we see our 
responsibility as providing advice to the people that have to 
manage the clean-up or handling of the spill. 

Senator Riegle. Do you think it would be a good idea for you to 
maybe detail a person who could serve on the chemical emergency 
response team to actually be a part of it, and also to make sure 
there is a direct hookup here? 

Mr. Jellinek. I think we have an arrangement underway that 
essentially is almost exactly the same. 

Senator Riegle. Describe that to me. 

Mr. Jellinek. We have a person who is designated as the con- 
tact, the prime contact on emergency response. 

That person works, and will continue in the future to work very 
closely with Ken and is available to him and on call. 

Senator Riegle. Ken, I appreciate the depth of your answers 
today. Let me ask you this: I can appreciate starting out basically 
in the oil spill business and that this is a pretty broad expansion of 
responsibility. You suddenly find yourself being asked to pick up 
the problem of all chemical contamination problems in the envi- 
ronment as a whole, not just water, but everything in addition to 
that. 

That is really, when one thinks about it, an incredible explosion 
of responsibility. 

I can see how the oil spill activities and oil spill institutional 
requirements which is where you started, would tend to be a very 
dominant part of the operation. 

Now you have to try to expand and grow these new capabilities 
to take on this legal responsibility you have been given. 

At the present time, how would you say your overall operation 
divides percentagewise as betwen oil spill activity versus this 
chemical activity? 

Is the chemical activity yet up to half your operation, would you 
say? 

Mr. Biglane. No, sir, I would say oil spills still dominate most of 
our response activities, pipeline breaks and highway and rail carri- 
ers. I would guess about 50 percent by the end of the year. 

Senator Riegle. It's about 50-50? 

Mr. Biglane. Yes, sir. 
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Senator Riegle. Can you give us also an illustration of what your 
involvement has been to date? How do you get drawn into the act 
in the case of, say, a Love Canal? 

Mr. Biglane. In that situation the chemicals were thrust to the 
surface by whatever action. Some of the chemicals did enter the 
streams and surrounding area. 

But our national plan mandates that we show up in any kind of 
emergency that creates a health hazard. 

Now if the on-scene coordinator can utilize the section 311 re- 
volving fund, then insofar as being concerned about money to take 
care of the situation, that is the way to go. 

In this case the listing of chemicals was not designated at that 
time. 

So special appropriations were sought and received, I am told, to 
help alleviate that problem. 

We were prepared, and did, as I recall, send our mobile carbon 
filter unit to at least filter out some of the chemicals that were 
entering surface waters. 

We did come up with a drainage program in assistance to the 
State of New York in that. But had we had the kind of fund that I 
have talked about before, I think we would have done, I know we 
would have done more. 

Senator Riegle. But it sounds to me like there is a gap here, 
because on the one hand, you started out as a water group and now 
you have got this broadened responsibility that goes beyond 
water — this release-into-the-environment question. It seems to me 
that what you are saying, or what one infers from what you are 
not saying, is that you have really not yet been able to develop a 
capacity to respond to that part of the problem. 

Mr. Biglane. Again, the money for the on-scene coordinator to 
hire contractors is a constraint here. 

In other words, if a discharger cannot take action or will not 
take action, or he's unknown, then the value of that fund has been 
to allow the on-scene coordinators to immediately hire contractors 
to address that problem. 

Senator Riegle. What about chemicals in the Love Canal area 
that you can't identify with a navigable water system? Do you have 
any money to move on part of the problem? 

Mr. Biglane. Well, again, I am told that there has been about a 
$4 million appropriation to assist the State of New York in that 
total endeavor. And the State, as I understand it, will match that 
to try and solve that problem. 

Senator Riegle. Is that enough money to do it? 

Mr. Biglane. To solve the immediate problem— I don't know, sir. 

Senator Riegle. Do you have somebody up there now? 

Mr. Biglane. Yes, sir. EPA region 2 is continually assisting the 
State of New York in that area. 

Senator Riegle. Was anybody then involved from your shop in 
the PBB incident, although that is a problem that happened some- 
time ago? 

Mr. Biglane. No, sir, we did not. 

Mr. Jellinek. If I may jump in a second, Senator, in our office, 
we have had significant involvement in the PBB incident in three 
distinct areas. We have been sponsoring some tests on animals, 
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toxicological tests on animals to see if we could identify in a 
controlled experiment similar effects on animal behavior that Dr. 
Selicoff noticed in some of the human reviews that he did in 
Michigan. 

Senator Riegle. Where does that stand? Can you elaborate a bit 
on it? 

Mr. Jellinek. It is under way, and I think about to provide some 
preliminary results. 

But the results are not reportable yet. 

Senator Riegle. At this point? 

Mr. Jellinek. At this point. 

Senator Riegle. When might we anticipate hearing something 
about that? 

Mr. Jellinek. I would say probably sometime within the next 
couple of months or so. 

I can double-check that and get back to you. 

Senator Riegle. Fine. 

Mr. Jellinek. The second thing we are doing is that we are just 
about finished with an epidemiological study of workers in the New 
Jersey plant that produced PBB's. This is going be a very impor- 
tant study, because these workers were exposed during their time 
at work almost exclusively to PBB's. Although it's a small study 
and only involves about 50 workers, we think we have a good 
factual exposure situation. 

That study is in the very final stages, and we ought to be able to 
have some data, some conclusions on that within the next couple of 
months, as well, or perhaps even sooner. 

Finally, we have been on a continued basis working with the 
Center for Disease Control, assisting the Michigan Department of 
Health with a variety of monitoring and other followup studies 
they have done. 

We have contributed approximately $100,000 each year over the 
past couple of years. And we plan to continue to keep working with 
Michigan through the Center for Disease Control. 

Senator Riegle. I don't know if you are aware of it or not, but in 
a joint action by the two U.S attorneys in the State of Michigan 
about 2 weeks ago, criminal charges were brought up against Velsi- 
col Chemical and the two operating executives of the plant from 
which the PBB came and got out into the environment, charging 
that the Federal — various Federal laws were violated in terms of 
deceptions in the early questions about possible sources of this 
contaminant. 

Let me ask you, in situations like that, if you suspect, in a 
chemical situation, either of you, that somebody has behaved ille- 
gally or broken a Federal law, do either or both of you feel like you 
are able to proceed on that to bring that to the attention of U.S. 
attorneys or Department of Justice? 

Mr. Jellinek. I would say in my case, yes. As a matter of fact, 
the first criminal enforcement action under TSCA was brought a 
couple of months ago against the folks who spilled PCB's along the 
highways of North Carolina. They have been prosecuted, or they 
have been indicted under the provisions of the act — for violating 
the provisions of the PCB marketing disposal regulations that EPA 
published last year. 
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So I think we have good authority under TSCA, where we have 
regulations on the disposition of chemicals. 

Mr. Biglane. We routinely do this under section 311, both follow- 
ing spills of oil that create the sheen; by the way, a civil penalty is 
mandated under that situation and is handled administratively by 
the Coast Guard. 

Then violation of our SPCC regulations also occasions civil penal- 
ties. 

At one time, over half the fines collected by EPA on environmen- 
tal matters were collected on behalf of the oil rules. 

Senator Riegle. Mr. Jellinek, let me go back to your testimony. 

You are talking about the testing procedures. You are talking 
about determining how to decide what constitutes fair and equita- 
ble reimbursement for testing costs borne by individual manufac- 
turers and processors of chemicals. 

I am just wondering, why wouldn't it be appropriate for them to 
bear the cost of that. 

In other words, if they are going to produce a chemical about 
which there is some question, why isn't it appropriate for them to 
bear the full cost of adequate testing to be sure that it's safe before 
it's introduced? 

Mr. Jellinek. I think you are absolutely right. 

And that is what our testing provisions under the law would 
require, clearly, that the industry bear the financial burden of 
testing. 

The technical issue that we are trying to sort out now is related 
to the fact that we only want, if at all possible, one test to be done 
for any given effect on a given substance, because we don't want a 
situation where 10 companies are going to test the same chemical 
for the same effect. 

There is a dearth of testing facilities available right now, and 
there is a dearth of qualified people to do the tests. 

So we want to efficiently use the testing facilities that are availa- 
ble to the private sector, have one entity do the testing, and then 
have all other companies that produce that chemical reimburse 
that first one, whoever does the testing, and work out the adminis- 
trative and financial details of how the second, third, fourth, fifth, 
sixth manufacturer would reimburse the first manufacturer who 
does the testing. This is one of the challenges we are facing in 
implementing that section of the act. 

Senator Riegle. I want to run through some specific questions 
with regard to the scientific basis for the testing provisions. 

A year ago Dr. Kennedy at the Food and Drug Administration 
stated, and I quote: 

The inadequacy of scientific information to support regulatory divisions, and the 
lack of enough research capability to produce more, presents major problems for 
FDA and other agencies that share in the regulation of toxic substances. 

I would like to inquire, how serious is this lack of scientific 
information for EPA in implementing the testing provisions of 
TSCA? 

Mr. Jellinek. I think the testing provisions of TSCA are de- 
signed to fill the gap in scientific information on the assessment of 
chemical hazards. There is a lack of information now. It is a 
serious lack of information. 



Digitized by VjOOQIC 



23 

I think one of the toughest problems that Government regulators 
face in dealing with chemicals is the lack of information and the 
uncertainty of the information that does exist. 

In most cases the data that we have available on chemicals that 
we feel we have to take some action on or make some decision on, 
is not adequate. The tests may have been conducted poorly, or the 
results may be ambiguous. 

We may have fragments of information when we really need full 
information. Yet we are forced by our public responsibility to make 
a decision, and to make a decision on the basis of uncertainty. 

It's the uncertainty and lack of information that also stirs up all 
the controversy about these decisions. , 

I think if people felt, for example, that saccharin would certainly 
cause them to get cancer, I think they would feel differently about 
saccharin than the general public appears to feel now. 

If we had better information and could make predictions with 
more accuracy, I think we would dilute, if not do away with alto- 
gether, the elements of controversy. As we develop our standards 
for testing, and as we select chemicals that we think ought to be 
tested, we are trying to set the stage for providing the basis for 
industry to develop the kind of complete information that will 
enable us to make informed risk assessments and to make deci- 
sions with more certainty than we can now. 

So there is a gap in information. One of the main objectives of 
TSCA, and the main objective of our work under section 4, is to fill 
that gap by setting standards that industry should use to develop 
the test information. 

If they develop that testing information according to the stand- 
ards that we set, testing the way we ask them to test, using the 
number of animals we ask them to use, dosing those animals at the 
number of dose levels that we ask them to dose, doing the amount 
of pathological examination that we ask them to do, then we will 
get the kind of information that will enable us to make well- 
informed or certainly better informed decisions than we have to 
make now. 

Senator Riegle. What legal procedures do you have to secure 
information on these substances from the companies that develop 
them? 

Mr. Jellinek. We have quite good legal powers. Under section 4, 
of course, we can require them to do tests. 

Senator Riegle. Let me ask you this: Is there a way that they 
can have critical facts that they can withhold from you? 

Mr. Jellinek. I was just about to get to that. Under other 
sections of the act, they are required to give us information that 
they have in their files, if we ask for it, and if that information is 
information that might lead to the conclusion that a chemical 
poses a substantial risk to health and environment, they are re- 
quired to give it to us right now without us asking for it. As soon 
as they know about it — the information. 

Senator Riegle. If they decide, in their judgment, there is sub- 
stantial 

Mr. Jellinek. In their judgment and through the guidance we 
published last year. 
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Senator Riegle. What are the penalties if they should fail to do 
that? 

Mr. Jellinek. I don't remember exactly, but there are criminal, 
as well as civil penalties involved, and they are fairly stiff. 

Senator Riegle. Sufficient, in your judgment? 

Mr. Jellinek. Yes. 

I think it goes up to something like $25,000 a day. It's pretty 
high. 

Senator Riegle. TSCA is concerned with the health and environ- 
mental effects of chemical substances. I am wondering what your 
assessment is of the state of knowledge across the spectrum of 
health effects and environmental effects, and what your assess- 
ment is of the likely progress that we can hopefully achieve in the 
next several years in these areas. 

Mr. Jellinek. Well, I gave part of the answer to that question in 
my previous response, but I think the field of toxicology, in terms 
of human health effects, is a relatively old field. It's been in busi- 
ness as a discipline for at least 50 years and perhaps more. 

We have some pretty good information on many of the types of 
effects that toxicologists normally look at. 

These, however, tend to be primarily in the area of acute health 
effects. Does the chemical pose the risk of actually poisoning some- 
one within the next day or so? The more you get toward chronic or 
long term health effects, the more difficult it is to get good infor- 
mation. 

And the work has not been done and the information does not 
exist to as great an extent and to the depth that it does for acute 
effects. When you start getting into things such as whether chemi- 
cals cause gene mutations and the implications of whether chemi- 
cals cause gene mutations, the scientific base of information gets 
even more fuzzy. 

Finally, when you get into areas where there has been relatively 
little work done, such as behavioral toxicity and neurological toxic- 
ity, neurotoxicity, I think we are really at the frontier, in some 
cases not quite yet at the frontier of knowledge in taking informa- 
tion from experimental animals and predicting human health ef- 
fects. 

I might add that a major part of our effort in the Office of Toxic 
Substances is to push the science of assessment as hard as we can, 
in order to get information developed, methods of testing devel- 
oped, as fast as we possibly can, so that the information will be 
available to us and to others in Government and the private sector 
to make decisions. 

EPA's research budget also is being turned around toward trying 
to develop answers to some of the basic testing methods and to 
develop breakthroughs in testing methods, so that we can get more 
information better and faster. 

I would be remiss, though, if I didn't acknowledge that this is not 
going to happen overnight. 

It's a process that is going to take years before it begins to bear 
real fruit. 

With that, and after such a long-winded statement from a non- 
scientist, I would like to ask a scientist, the person who is in charge 
of these issues, Dr. Muir, if he would like add anything. 
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Senator Riegle. Fine. I would like him to do that. 

Let me phrase a question so that in responding maybe you can 
pick this up. 

That is, that, obviously, implementing your testing provisions 
has to rely on sound scientific efforts. Eighteen months ago at your 
confirmation hearing, which we both were called to, you indicated 
your office was working closely with the Office of Research and 
Development to develop a comprehensive research plan for imple- 
menting TSCA. 

I would like to know where that effort stands and does the office 
now have a research strategy or plan? 

Mr. Jellinek. I think Dr. Muir is the best person to answer that, 
too, because he is the person in our office who is primarily respon- 
sible for jointly working with our Office of Research and Develop- 
ment on that plan. 

Senator Riegle. Fine. 

Dr. Muir. Just a brief overview with respect to health effects, 
environmental testing and ecological effects testing. 

As Steve indicated, the area of health effects testing is perhaps, 
historically somewhat more mature than the other areas. The big 
challenge in the health effects area at this point is the evaluation 
of health effects tests and interpretation of test results in a quanti- 
tative sense. We need to be able to estimate the risk in a quantita- 
tive fashion rather than a qualitative fashion; we are fairly skilled 
in making qualitative risk assessments for most effects, but the 
utility of the current state of quantitative techniques is lacking. 

Increasingly, the types of trade-offs that will be made under the 
Toxic Substances Control Act and other acts, and accompanying 
societal decisions, are not going to be with respect to black and 
white issues, but are going to be ones where some form of quantita- 
tive perspective is going to be particularly important. 

Risk assessment results from evaluation of effects and exposure 
data. In this regard, we need not only the ability to quantitatively 
interpret the results of health effects test data, but also, we need to 
pull together an integrated exposure picture, both for humans and 
for the environment. Related to the exposure aspect, there needs to 
be a fair amount of work in the area of environmental testing to 
move things out of very sophisticated research laboratory methods 
into methods of evaluation which are less expensive and more 
useful routine for use. There is a fair amount of work going on in 
the fate area, that is conceptually not overly challenging. 

I am fairly comfortable that within the next few years, there will 
be an adequate number of tests and the science will move forward 
well in this area. 

One of the biggest scientific challenges, however, is in the eco- 
logical effects area, where there has been an enormous variety of 
tests which have been used, but a relatively small fraction which 
have been validated. The big challenge is that, unlike the situation 
with humans and health effects where we are interested in the 
impact on the individual person, in the area of ecological effects 
our primary concern relates to impacts on the community rather 
than on an individual member. 

So the extrapolation of effects is not only from one test species to 
an individual member of another species, but extends to entire 
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interactions of populations. There is much more complex evalua- 
tion that needs to go on in that area. 

Understanding the ecological implications and effects of new 
chemicals is quite a challenge. There is a fair amount of work 
going on in that area. Nevertheless, I think it is going to be a while 
before for we are able to do that type of evaluation well. 

With respect to the coordination of research, we have a very 
good working relationship with the EPA Office of Research and 
Development. This relationship has been building as we have been 
building the scientific program in our office. 

To the extent that we have been able to articulate our research 
needs, the Office of Research and Development has been quite 
responsive in attempting to develop programs. 

In particular, a mechanism has been established within the 
agency which is a formal research committee dealing with testing 
and assessment of chemicals. I cochair the committee with an 
individual from the Office of Research and Development. The goal 
of the committee is agree upon the research program that the 
Office of Research and Development will do to support our pro- 
gram. 

We are currently working on the fiscal year 1980 operating plan, 
where there will be a considerable expansion in funding, if the 
appropriation is approved by the Congress. Contained in the Presi- 
dent's budget request is an increase, slightly more than a doubling 
of funds, to support us in the research area. 

There will be a joint operating program detailing specific ele- 
ments dealing with health effects, ecological effects, and exposure 
assessment. That will be developed by the first week in June, prior 
to fiscal year 1980. 

With respect to the ongoing program 

Senator Riegle. Let me just say it's encouraging to hear that. 

Dr. Mum. Thank you. With respect to the ongoing program, we 
had an opportunity to participate and comment on and, indeed, 
rank priorities for the Office of Research and Development for the 
current fiscal year, which is, as I mentioned, about half the size of 
the program that will be initiated in the upcoming fiscal year. 

So there is very good cooperation, and we are very pleased with 
the way in which the research support in the Office of Research 
and Development is developing to support our mission. 

Senator Riegle. As I understand it, there are two testing ap- 
proaches with regard to toxicity, the so-called tiered approach, and 
the battery approach. 

Can you explain to us what the difference is between the two, 
and what is your assessment of the pros and cons of each, and 
which approach you are taking? 

Mr. Jelunek. Warren, why don't you handle that? 

Dr. Mum. I think it's fair to say that most of the testing that has 
been done under Federal statutes has been done under the Food, 
Drug and Cosmetic Act and the Federal Insecticide, Fungicide and 
Rodenticide Act. 

Those testing programs for the most part employ a battery ap- 
proach. This approach involves a wide range of tests that generally 
are applied across-the-board to all the chemicals which fall within 
the purview of those Acts. There is a very significant rationale 
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supporting this approach because these are chemicals which people 
are ingesting or taking as drugs. They are generally biologically 
active materials which have been developed for the purpose of 
influencing man or the environment, such as an insecticide, and 
are designed for the purpose of being introduced directly into the 
environment. 

Under TSCA, we are dealing, however, with a much wider range 
of chemical materials. 

In regard to chemicals falling within the purview of the Toxic 
Substance Control Act, there are wider ranging circumstances of 
exposure, and, therefore, a much greater range of anticipated risks 
that might be associated with them. And, concomitantly, more of a 
neutral presumption is taken with respect to any adverse effects 
that might be associated with them. 

So we are considering a tier-testing approach which would in- 
volve the use of some relatively inexpensive, but sensitive tests 
which can be used for fairly broad purposes to identify those 
chemicals which are most likely to have troublesome effects associ- 
ated with them. If these screening tests indicate the need for 
futher testing, then more expensive, more detailed tests could be 
used for risk assessment purposes. 

The differences between a battery approach and a tier approach 
would be very substantial in terms of economic consequences of 
testing. While we have certainly been considering both options 
with respect to TSCA implementation, I think that tier testing is 
clearly the desirable goal for a testing program under TSCA. 

Any such system needs a sound scientific foundation. We need to 
have the appropriate types of tests to piece together, to construct a 
tier testing system that we could defend. We do not have such a 
tiered testing system available to recommend for new chemical 
substances. At this point, it is a goal which we think is within 
reach, but not in our hands. 

Senator Riegle. Mr. Jellinek, you stated before the Senate Sub- 
committee on Environmental Pollution in July this past year that 
EPA was working closely with the Organization for Economic Co- 
operation and Development in the European Community, as well 
as the World Health Organization on International Cooperation in 
regulating toxic substances. I wonder if you could tell us how this 
effort at international cooperation is succeeding in the area of 
testing research, and is it likely that other countries will in the 
foreseeable future provide guidelines and impose standards which 
will resemble our own, so that we are really dealing with this not 
just as a local issue? 

Mr. Jellinek. Yes, thank you, Senator Riegle. 

I think the area of testing is one of the areas in which the OECD, 
and in which international cooperation in general, has been fo- 
cused most intensively. 

There are six groups of experts working under the general aegis 
of the OECD chemicals group that are working on developing 
testing standards. 

The objective is for them to come up with standards for testing 
for various effects that can be agreed to by OECD-member nations, 
which, as a practical matter, include most of the major, if not all of 
the major chemical manufacturing countries in the world. 
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Those expert groups will be making their final reports later this 
year, and we hope sometime early next year to begin the process of 
trying to get international agreement on what kinds of tests should 
be conducted for what kinds of effects. 

I think that will be a major step forward in international cooper- 
ation on chemical regulation. And I think it will also be a major 
contribution to our effort to avoid establishing nontariff trade bar- 
riers in this area. 

Senator Riegle. Let me ask you one more thing in the testing 
area. I am going to give you some additional questions for the 
record in that area. I want to move through as quickly as we can 
two or three other things. 

I am going to be submitting questions for the record. 1 We are 
going to hold the committee record open for at least the next week 
or so, so that we can receive comments and testimony from anyone 
else who wishes to offer it. 

We have got apparently about 45,000 chemical substances that 
we have identified that are on the market now, something in that 
range. 

Mr. Jellinek. That's correct. 

Senator Riegle. A certain number of new ones are added each 
year. I gather something in the range of 500 to 1,000. 

Mr. Jellinek. It's anybody's guess. We are estimating 400 in our 
budget. 

Senator Riegle. But of the 45,000 that are already out there, 
apparently you have identified now about 20 to 25 really top prior- 
ity ones, existing chemicals that really presumably have the most 
hazardous potential. 

As I understand it, a great deal of the emphasis now is going on 
trying to flag the new ones that are coming, and that is important. 

But I am wondering how much effort you are really putting on 
nailing down the ones that already exist that we know are major 
problem areas, and shouldn't that be the place where the greatest 
weight, in effect, is coming down to do something about it? 

Mr. Jellinek. As I said briefly in my opening statement, we are 
emphasizing in the Office of Toxic Substances the two aspects of 
the Toxic Substances Act that we think provide EPA and the 
Federal Government with unique authority to deal with the poten- 
tial hazards of chemicals. One is the testing area. That is a major 
priority, and it is one which has received a substantial amount of 
EPA's resources, both financial and manpower. 

The other is the present manufacturing notification area. That 
program calls for us to review new chemicals prior to their intro- 
duction into commerce. I think that it's important for us to empha- 
size both of these areas, because both of them are in the nature of 
preventive health, preventive ecological health, as well as human 
health control, to try to spot problems that we can spot now, and to 
take action before some danger occurs. 

Senator Riegle. I am for that. That makes a certain amount of 
sense to me. 

But it seems to me that if you have got some major problems 
that you already know about that, in a sense, you are going to get 
more for your dollars of effort and time, if you really are coming 

'Seep. 37. 
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down hard on existing problems, rather than hunting across a 
spectrum of new things. 

Mr. Jellinek. I was just about to try to make that connection. 
It's not to say that we in the Office of Toxic Substances have 
completely ignored or shunted into the wings the problem of exist- 
ing chemicals. Furthermore, the Environmental Protection Agency, 
as a whole, spends a tremendous amount of its resources on the 
problems of existing chemicals. I mentioned earlier that we have 
six or so laws that deal with toxic chemicals in one form or an- 
other. 

While the water program is dealing with toxic chemicals and 
effluents, the air program is dealing with toxic chemicals and 
emissions, the drinking water program is dealing with drinking 
water, and the toxic waste program is dealing with toxic chemicals 
in waste. 

So the entire EPA effort on existing chemicals is, frankly, mas- 
sive. The marginal advantage of taking the limited resources that 
we have under the Toxics Act and throwing them whole-hog into 
the existing chemical problem, as opposed to trying to deal with 
the new authorities that we have which provide us with the ability 
to answer the kinds of unique questions that the Congress wanted 
us to answer, I think, is not as great. 

The advantage is better to focus most of our TSCA resources on 
testing and premanufacturing notification. But under TSCA and in 
my office we are also working on existing chemicals. We expect, as 
we get the testing programs and premanufacturing notification 
programs established, to be shifting our emphasis more and more 
toward existing chemicals. 

A lot of the testing program involves existing chemicals. We are 
testing existing chemicals that we do not know much about to see 
whether or not there are problems. 

Senator Riegle. Do we move aggressively on the ones we do 
know are problems or the ones where suspicion is the greatest? 

Mr. Jellinek. We are also devoting a substantial amount of our 
resources to identifying chemicals that are well characterized. We 
know what their health effects are and that they are well charac- 
terized as to their exposure as candidates for regulation under 
section 6 of TSCA, which gives us the authority to act, to control 
the manufacture, production, use, whatever, of the chemical, if we 
believe that that chemical poses an unreasonable risk to the envi- 
ronment or to health. 

Senator Riegle. Have you exercised — go ahead. 

Mr. Jellinek. As an example, under that section of the law, 
section 6, we have completed action against PCB's, as the Congress 
directed. 

We have also tightly regulated the aerosol uses of fluorocarbon 
and are now in the process of working toward a decision on the 
nonaerosol uses. 

We have started toward a regulatory decision under section 6 
with respect to asbestos. We are heavily involved in a program that 
is not a regulatory program, but I think will have important health 
protective effects, in providing technical assistance to school dis- 
tricts in States around the country to identify and eliminate expo- 
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sure of asbestos to school children from deteriorating walls and 
ceilings. 

In addition to that, we have approximately 40 existing chemicals 
in our hazard assessment process and are identifying a number of 
candidates to begin action on this year. 

These include some of those that have been problems that have 
plagued us for years without much solution, such as cadmium, 
which is one we are looking at carefully. 

We are also beginning to look, although we have not yet decided 
to initiate any action, at the whole area of solvents. Solvents are, 
as a group of chemicals, widely used in high volumes, and many of 
them have fairly well-characterized health effects. 

A lot of our pollution laws already have standards to control the 
introduction of these types of chemicals into water and air, or our 
programs are actively working on such standards actively. 

We are going to focus on whether the uses of these chemicals as 
products pose risks that may be unreasonable. 

So we are gearing up. It's a matter, frankly of just having to 
make some tough decisions on which we are going to work on first. 

We decided to put much of the early emphasis on testing and 
premanufacturing notification and have been criticized for that by 
various interests and observers. 

We are not forsaking existing chemicals and expect, as the pro- 
gram matures, to be able to shift emphasis toward the control of 
existing chemicals. 

Senator Riegle. I must say there is a question in my mind. That 
is, how perhaps best to weigh the emphasis. To what extent are 
you into things like food additives? 

Mr. Jellinek. We are prevented by the language of the act from 
dealing with food additives, pesticides, tobacco, radiation, and alco- 
hol. 

Senator Riegle. Are you free to make a recommendation to get 
into these areas, if you were to think it was important to change 
the law in that area? 

Mr. Jellinek. Yes, we are free to do that. Although I must say 
that I haven't studied it, but I have worked very closely with Food 
and Drug Commissioner Kennedy on a variety of issues. And my 
feeling is that those authorities and the work being done at FDA 
are very adequate and sufficient. 

Senator Riegle. Sufficient? 

Mr. Jellinek. I don't think we need that under TSCA. 

Senator Riegle. Let me move on. 

I am going to ask some other questions for the record on testing. 

In terms of overall Federal efforts, can you describe the national 
toxicology program and what EPA contributes to the effort? 

Mr. Jellinek. EPA is a member of the national toxicology pro- 
gram. This is a program that was established by Secretary Califano 
to bring together a critical mass of toxicological expertise within 
HEW under the direction of a single administrator without chang- 
ing any of the original or other arrangements. 

But, in essence, it gives the executive director of the national 
toxicology program, who is also the director of the National Insti- 
tute of Environmental Health Sciences, a pool of money and a call 
on agency expertise to develop a program that is consistent in 






Digitized by VjOOQIC 



31 

terms of what kinds of testing HEW does, what kinds of testing 
methods HEW develops and what kinds of validations of test meth- 
ods HEW gets involved in. One of the major purposes of the pro- 
gram is to try to focus HEW's existing toxicological testing authori- 
ties more toward support of regulatory agencies. 

For that reason, a variety of regulatory agencies, some of which 
are not in HEW, such as EPA and OSHA and CPSC, are also 
members of the executive committee of the national toxicology 
program. 

We meet regularly with that committee on that program. We 
participated in the development of their annual work plan and in 
the establishment of criteria for what kinds of testing the Govern- 
ment is going to do, as opposed to the kinds of testing the regula- 
tory agencies are going to require 

Senator Riegle. How much money do you put into it? 

Mr. Jellinek. We don't put any money into it. 

Senator Riegle. Do you think you maybe should put some money 
into it? 

Mr. Jellinek. There is approximately $40 million of HEW money 
in it already. We have been focusing our efforts and our money on 
what we can do to improve the way we require industry to provide 
us information under the chemicals that the industry ought to be 
testing, as opposed to the chemicals the Government ought to be 
testing. 

If, for example, we had a special task of some kind that we felt 
would be appropriate to ask the national toxicology program to do, 
then we would fund that task. But at this point, we have not put in 
any general pot of money. 

The purpose of the program is to focus HEW money to help 
regulatory agencies, as I understand it. 

Senator Riegle. Let me go to a different area. 

The Conservation Foundation and others have proposals of what 
could be done to deal with the personnel shortages in this general 
area. 

What is being done by EPA and other Federal agencies to devel- 
op training and education programs, and to what extent is industry 
contributing to efforts to really substantially increase the pool of 
technical people? 

Mr. Jellinek. I can't answer the latter part of the question, 
Senator. I am not sure what industry is doing, other than raising 
salaries for these people and, therefore, creating 

Senator Riegle. Taking it out of your reach. 

Mr. Jellinek. At least they are going to create a demand. It's 
probably one of the more effective things that can be done to 
increase the pool of expertise, although it does create a competitive 
situation with Government salaries. 

But we are participating in, for example, the NIH program that 
funds postdoctoral studies and that requires, as a condition of 
funding, for those postdoctoral candidates to spend some time in 
research. 

We have worked out an agreement with NIH that spending time 
in the Office of Toxic Substances is equivalent experience and can 
be used to repay the postdoctoral training funding that NIH pro- 
vides. We have also just set up a 2-month-long summer training 
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program in toxicology at the Massachusetts Institute of Technol- 
ogy. We have supported that program and are sending a number of 
our own scientists who are not toxicologists, but who work on 
toxicological issues, to that program this summer. 

That program is also being supported and attended by other EPA 
offices, as well as other agencies. 

So I think that there is quite a stirring of interest and activity in 
the field. There is still a shortage and probably will be a shortage 
over the short term. 

But I think that just as the job market responded to the need for 
aeronautical engineers when the space program got started, I think 
the job market is beginning to shift and respond to the need for 
health scientists in this area. 

Senator Riegle. Let me go to the area of economic impact. I am 
going to pose several points and have you try to respond in an 
overall way to the issue that I am raising. 

First of all, how significant are small businesses to the chemical 
industry, and do they generate the bulk of innovation in the indus- 
try? 

There are various schools of thought on that. 

I am wondering then, following along, what is EPA doing direct- 
ly or indirectly to help minimize the potential impact on small 
business of the testing provisions? 

In other words, labor organizations and environmentalists have 
expressed concern that lower testing tiers will be too flexible and 
that small business will not be regulated carefully enough. 

Obviously, on the other hand, if the burden is too great, it may 
well be that they can't cope with it financially. 

And so the outside groups have suggested that in order to make 
sure that the small businesses are really sufficiently regulated here 
in terms of the testing procedures, that if they can't afford to pay 
for their own testing within their own financial resources, that 
maybe they ought to be aided by the Government, and there ought 
to be some means found to facilitate that, so that you don't kill off 
the companies and don't kill off their innovative contribution. 

I am wondering how you feel about it, and if there is substance 
to that, if you have got any kind of strategy in mind. 

Let me leave it at that point. 

Mr. Jellinek. First of all, small business is an important part of 
the chemical industry, certainly, in terms of numbers. 

The overwhelming majority of the number of chemical manufac- 
turers and processors are small. I think the 50 largest chemical 
companies account for a tremendous number of the profits, the 
income, the employment, and the line of production. But there are 
literally thousands of smaller companies that play a critical part in 
the delivery of products and services to the economy and to the 
country, particularly in the area of specialty chemicals, where 
small companies have carved niches out for themselves in the 
marketplace in the areas such as dyestuffs and dyes, rather, and 
resins, adhesives and various other types of special aspects of the 
industry where a lot of the bigger companies may also be involved 
to some extent in smaller-line chemicals and special chemicals. 

But their bread and butter is generally the large-volume major 
plastics and whatever, so we recognize that the small business part 
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of the chemical industry is an important part, not only in terms of 
numbers, but in terms of their contribution. 

Our policy so far has been, I think, consistent with Congress 
concern as expressed in TSCA, and has been sensitive to that. 

We, for example, have taken a very deliberate approach to an- 
swering the questions of what types of testing should we recom- 
mend for new chemicals, because we recognize that that was a very 
complex issue in respect to its impact on small business. 

And we wanted to be sure that we understood those issues fully, 
and that we did not willfully require, or recommend, since we can't 
require, extensive testing for all chemicals in a way that would 
impact quite adversely on small companies that may not be able to 
afford a large battery of tests. 

What we are trying to do in the area of testing is to develop 
guidance to industry which will help industry decide when testing 
should be done on chemicals and how much testing should be done 
on chemicals, and not lead to a situation where any company, large 
or small, will find itself required to test more than it should. 

Mr. Riegle. So you are saying, I guess, for the record, that you 
are keenly sensitive to the question of how testing costs might 
impact on innovation, particularly with the smaller companies and 
you want to make sure that you structure your program in a way 
that doesn't seriously impair innovation. Is that a fair statement? 

Mr. Jellinek. That is true. One of the problems, of course, is 
that it is very difficult, as you noted in your question, to pin down 
what really is innovation, and how would these types of require- 
ments affect it. Theoretically, we can agree that innovation is good, 
particularly innovation of a brandnew product that serves a major 
social or economic need. We don't want to inadvertently chill that 
kind of innovation. 

We do want to chill the kind of innovation that leads to an 
inadequately tested chemical that may turn out be a hazardous 
chemical and that may in turn to be dangerous if used in the way 
proposed. Theoretically and conceptually that is our position. 

But putting hard facts and figures on it is a much different story. 
The industry itself has difficulty predicting how these kinds of 
requirements will indeed affect innovation. 

Senator Riegle. I am going to submit to you additional questions 
for the record along that line. 

Let me just say as we come to the end of this hearing that the 
committee appreciates, I appreciate the tremendous complexity of 
the task you all face. I don't mean the questions today to be 
anything but friendly in terms of the common concern that we 
have for what we have to try to do. 

I very much appreciate the personal contributions of effort each 
of you are making in this area. 

Just as one citizen, I am very happy to have you spending your 
lives as you are, rather than some other way, because of the 
absolutely essentiality of the work. I am not sure yet that there is 
a broad public appreciation for the incredible seriousness of the 
dangers in this area. 

The things that we can see, we tend to understand more readily. 
But for those of us in States like Michigan where we have been 
through and are not finished, by the way, through the PBB experi- 
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ence, we have a somewhat elevated consciousness about the mean- 
ing of these contamination incidents of toxic substances. 

So I want to help you, and I want to see the committee help you. 

Mr. Bigiane, I would like to have a chance to sit down in the 
next week or 10 days, if you are free, and we can work out a time 
that is good for both of us. I would like to sit down and think with 
you about where we might go from here. 

I am very much interested in how we can broaden the effort. I 
like some of the ideas you have expressed today. I have some ideas 
that I would like to think about with you and see what we can 
work out. 

So if you are free and able to do so, I would like you to talk with 
Reed Morgan on my staff, and see if we can work out a time to get 
together and chew this thing over a little further. 

We asked the Library of Congress, by the way, to give us a flow 
chart of how the TSCA legislation that, in our genius, we drafted. 
You will probably think this is an oversimplification, having to live 
with the headaches of the job, but we have got it here. It takes four 
large pages to do this. Just to give you an idea as to what we have 
set in motion, and what men and women must sort through to 
figure out how we actually convert that legislative mandate and 
that structure of law into a real program that is effective, that is 
run by people, and that gets the job done. It is really a Herculean 
assignment. 

We appreciate the fact that it is. 

I am available, and I know there are others here who are, as 
well, too, in terms of how we improve this. If at the same time we 
are trying to implement it, if it becomes clear that we have obvious 
snags we ought to deal with, I would be happy to sponsor, and find 
other people to cosponsor changes in the law that will expedite 
getting this done. 

We have got to have good oversight from our side. That is not 
enough, if we are exercising oversight and trying to force you to 
conform to a structure of law that really is insufficient or has some 
major deficiency in it. 

So any suggestions that can be made, I am open, my staff is open 
to think about how we actually mold our intentions into a working 
system and capacity for us to deal with these things. 

So having said that, I hope that we can continue to talk about 
this. 

We are going to provide some other questions for you for the 
record. 

We will keep the committee record open for the next 10 days or 
so for any submissions for the record anybody else wants to make. 
Hopefully, Mr. Bigiane, you and I can see each other quite soon. 

I want to thank you again for your testimony. 

The subcommittee stands adjourned. 

[Whereupon, at 11:45 a.m., the hearing was adjourned.] 

[The following information was subsequently received for the 
record.] 
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Manufacturing Chemists Association; 

Washington, DC, April 27, 1979. 

Senator Adlai E. Stevenson, 

Chairman, Subcommittee on Science, Technology and Space, Committee on Com- 
merce, Science, and Transportation, U.S. Senate, Washington, D.C. 
Dear Mr. Chairman: The Manufacturing Chemists Association welcomes the 
opportunity to express its views to the Subcommittee in this important areas of the 
Toxic Substances Control Act. The implementation of Sections 4 and 5 of the Act 
will have broad impact on the chemical industry in the United States. The Environ- 
mental Protection Agency must be cognizant of this fact and should be circumspect 
in the broad application of Section 4 testing rules to open-ended categories of 
chemical substances. 

The Association is especially interested in active participation with the Agency 
and other interested parties to develop an effective and efficient means of imple- 
menting the Toxic Substances Control Act. 
Sincerely, 

G. V. Cox, 
Vice President, Technical Director. 
Enclosure. 

Statement of the Manufacturing Chemists Association 

The Manufacturing Chemists Association (MCA) is a nonprofit trade association 
having 193 United States company members representing more than 90 percent of 
the production capacity of basic industrial chemicals within this country. Thus, 
MCA's members are directly and substantially affected by the Toxic Substances 
Control Act (TSCA) which is the subject of the present oversight hearing by this 
Subcommittee. 

The legislative and regulatory history of TSCA shows that MCA supported a law 
to regulate effectively those chemical substances which indeed pose a truly unrea- 
sonable risk to human health or the environment. To achieve this objective it is our 
firm belief that TSCA can and must be administered reasonably. To that end, we 
would appreciate the opportunity of working with the Environmental Protection 
Agency (EPA) and others to develop implementing rules in the testing area for the 
sound administration of this complex law. 

MCA is currently in the process of reviewing the Agency's proposal of March 16, 
1979, Toxic Substances Control Premanufacture Testing of New Chemical Sub- 
stances under Section 5. MCA has in the past expressed its opposition to rigid, 
inflexible standards for the conduct of toxicological testing of chemical substances. 
Those drafts of testing methods which have been made public are excessively 
detailed and specific in regard to the conduct of animal and other toxicological 
studies. 

Toxicology is a dynamic, evolving science. By this we mean that the design and 
interpretation oi toxicological studies requires the exercise of considerable profes- 
sional judgement. This is due to the inherent variability both within and between 
species; that is, no two animals or species can be expected to respond in precisely 
the same manner under a given set of conditions. The toxicologist then, must 
evaluate all of the data and information at hand before reaching decisions on the 
numerous variables that must be controlled in a study. These include: Selection of 
the animal species, selection of dose levels, method of dosing, number of animals per 
dose, whether or not to perform serial sacrifice, what examinations and/or blood 
tests should be performed, number of doses, and many others. 

Many of these decisions are based on the toxicologists' experience, knowledge of 
the characteristics of the chemical and its analogues, and the purposes for which 
the study is designed. The single most important fact to be remembered is that in 
such studies, the animals are surrogates for humans, and the extrapolation of the 
resulting data must be considered in light of the considerable species differences 
that exist. The exercise of professional judgement, therefore, is intricately woven 
into all stages of the toxicological study. The testing rules and guidance then should 
retain sufficient flexibility to allow for the exercise of this judgement. 

The Association is particularly sensitive to the use of guidelines which may 
develop into de facto rules in the administration of Section 5(aXD. 

In our view this Section is designed to provide the Agency with the opportunity to 
screen new chemical substances, and to subsequently select those substances and 
categories of use which require further assessment of the potential for harm. The 
Congress specifically rejected the concept of pre-market testing for all new chemi- 
cals, and further specifically prohibited the Agency from treating chemicals as a 
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category solely on the basis of their being new chemicals. MCA feels that the 
Agency has other authorities under the Act, as well as under other environmental 
laws, to adequately monitor the development of use patterns, and subsequent expo- 
sure patterns of new chemical substances, and thus monitor the risk potential. 

EPA states that its long-term goal is "... to issue test rules under Section 4 so 
that a substantial proportion of new chemical substances will receive adequate 
premanufacture testing*'. This implies that a significant proportion of new chemical 
substances do not now receive sufficient attention. However, it is apparent, from 
even a cursory review, that the number of chemical substances which have resulted 
in significant harm to humans or the environment constitutes a small fraction of 
the some 45,000 substances on the inventory. The news media have been replete 
with stories of vinly chloride, kepone, DDT, asbestos and others, and have depicted 
these situations as examples of the overwhelming crisis which is purported to exist 
in our society today. There is no question that, for those persons immediately 
affected by these incidents, they are real tragedies. But from the perspective of the 
total commercial chemical universe, the incidents are remarkably rare. 

This suggests that most chemicals receive adequate attention prior to marketing 
today, and that society, as well as industry, has learned to handle toxic chemicals 
safely. EPA's goal, then, in the testing program, should be consistent with the 
statutory requirements regarding unreasonable risk and insufficiency of data, tem- 
pered with the realizaiton that use patterns are at least as significant a factor in 
determining risk, as is toxicity. 

EPA has a further statutory responsibility to consider in promulgating Section 4 
Testing rules. The Agency is directed under Section 4(b) (1) to consider ". . . the 
reasonably foreseeable availability of the facilities and personnel needed to perform 
testing under this rule 1 '. The broad application of categories under the testing rules 
could conceivably require testing of such a substantial magnitude that resources 
would not be available for testing of substances subject to Section 5 premanufactur- 
ing notice. 

Therefore, this might offer the opportunity for unwieldy and expansive regulation 
which would be impractical and counterproductive in its application. The Associ- 
ation is concerned that the Agency be mindful of these obligations in the implemen- 
tation of Section 4. 

MCA has a further concern that the Agency has not been open to dialogue on 
these issues in this pre-proposal period. There have been no substantive discussions 
by EPA with this Association regarding testing since the Fall of 1978. The result of 
such closed door deliberations is to effectively reduce the time the industry has to 
respond to the Agency's proposals. 

Further, the Agency is deprived of other valid viewpoints from both public and 
industry representatives. This can lead to an unnecessarily adversarial proceeding 
in the promulgation of the final rule. Such a process, in fact, diverts resources of all 
parties involved from dealing with problems, as opposed to arguing over how to deal 
with them. 

MCA submitted comments in August 1978 on a draft proposal. The Agency has 
been silent since that time, and the Association has become aware, indirectly, that 
the Agency's proposals will be more restrictive than the August draft. The Associ- 
ation anxiously awaits the proposal to see if our concerns are justified. 

Finally, the Association is concerned that any guideline under Section 5, or rule 
under Section 4 not become a rigid framework that will inhibit the development of 
better testing methods. Given the choice of spending money to test using a "guide- 
line" protocol versus one which is unapproved, any company would be foolish to 
break new ground. Yet innovation in test methods is necessary if the industry is to 
accomplish the objectives of the Act in a cost-effective manner. Testing is becoming 
increasingly expensive and time-consuming. Although the costs are significant, the 
time involved is often more critical, both from the standpoint of delay of product 
introduction and of limiting available laboratory space. Rigid guidelines in excessive 
detail will require substances to be tested in an inappropriate manner in numerous 
cases, for the reasons cited regarding the judgemental nature of toxicology testing. 
This can, and likely will, result in inefficient and ineffective use of toxicology 
resources. 

In summary, the first MCA concern is that EPA should promulgate testing 
guidelines and regualtions that recognize the limitations of the current state of 
knowledge, and provide for flexibility and the exercise of competent professional 
judgement. Secondly, the Association is concerned that the Agency maintain a 
realistic perspective on the need for testing, particularly in light of the statutory 
mandate to consider the availability of testing resources in promulgating testing 
rules. Third, the Association believes that effective implementaiton of the Act is 
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best achieved by a continuing dialogue among the interested parties from the 
earliest stages of the development of regulations. And finally, the Agency's ap- 
proach to testing should retain sufficient flexibility to allow companies to utilize 
innovative testing methods as the science and art of toxicology advances. 

U.S. Environmental Protection Agency, 

Washington, D.C., June 22, 1979. 

Hon. Adlai Stevenson, 

Chairman, Subcommittee on Science, Technology and Space, Committee on Com- 
merce, Science, and Transportation, U.S. Senate, Washington, D.C. 
Dear Mr. Chairman: On May 4 the Honorable Steven Jellinek and other officials 
of the Environmental Protection Agency (EPA) appeared before the Subcommittee 
to discuss the Agency's testing program conducted under the authority of the Toxic 
Substances Control Act. 

Following the hearing, you submitted additional written questions on that pro- 
gram; enclosed are EPA y s responses. 

We very much appreciate that the hearing record has remained open so that we 
could provide this additional information to you. 
Sincerely yours, 

Steadman M. Overman, 
Assistant Director for Legislation. 

Enclosure. 

Question 1. What has EPA done to define the term "unreasonable risk"? Should 
EPA establish that benchmark before establishing testing rules? 

Answer. ETA has not specifically defined "unreasonable risk." The Agency agrees 
with the judgment of the Congress that: 

. . . the determination of unreasonable risk involves a consideration of probabil- 
ity, severity, and similar factors which cannot be defined in precise terms and is 
not a factual determination but rather requires the exercise of judgment on the 
part of the person making it ... . (House Report No. 94-1341, 94th Cong., 2d 
Sess., 7/14/76, at 13) 
The Agency does not believe that it is possible to have explicit criteria by which 
the risk associated with environmental or human exposure to a chemical can 
readily be identified as unreasonable or not unreasonable. In general, an unreason- 
able risk exists when a chemical presents relatively greater risks than benefits 
when unregulated than it does under some type of regulation. The following addi- 
tional excerpt of the legislative history indicates how the Congress intended that the 
"unreasonable risk" concept be applied under section 4: 

Although the standard for defining the regulatory authority of the Administra- 
tor throughout the bill is "unreasonable risk," the implementation of the stand- 
ard will of necessity vary depending on the specific regulatory authority which 
the Administrator seeks to exercise. For Example, a testing rule under section 4 
will ordinarily not result in depriving the public of the benefits of a substance or 
mixture subject to the rule. This is because such a rule does not prohibit the 
manufacture, processing, etc., of existing substances or of mixtures. At the most 
a testing rule may, through section 5(d), delay the commercial availability of 
new substances and new uses of existing substances subject to the testing rule. 
However, this is to be contrasted with the effect of the imposition of a require- 
ment under section 6 on a substance. Such a requirement may remove a 
substance from the market or impose lesser restrictions on its availability and 
such a requirement is not of limited duration. Thus, the effect on society may 
be far reaching. As a result regulatory effect will be of greater significance in a 
determination of unreasonable risk for purposes of section 6 than for a determi- 
nation for purposes of section 4 . . . . Conversely, with respect to section 4 . . . 
because the regulatory effect of action taken under this section is less than that 
of action taken under section 6, the requirements for a determination of unrea- 
sonable risk for purposes of section 4 ... are less demanding. (House Report 
No. 94-1341, 94th Cong., 2d. Sess., 7/14/76, at 14-15). 
Question 2. A number of people are interested in the notion of risk/benefit 
anaylsis as applied to regulatory decisionmaking. What is your view of risk/benefit 
analysis and how it might apply to the testing provisions of TSCA? Should gather- 
ing information for "benefit^ analysis affect the gathering of test data for the "risk" 
analysis? 

Answer. TSCA does not appear to require that a formal risk/benefit analysis be 
undertaken before a test rule is adopted under section 4. The legislative history 
indicates that the primary emphasis of EPA's analysis in the context of section 4 
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should be whether a testing requirement would deprive the public of the benefits of 
a substance by causing it to cease being manufactured or used, and whether the 
need for the testing is sufficient to justify such impacts. (H. Rept. No. 94-1341, 94th 
Cong., 2d Sess., 7/14/76, at 13-14). EPA doubts that a more detailed analysis could 
be performed in this context, because by definition, test rules apply to chemicals for 
which a full risk assessment cannot be made. There is, and should be, no require- 
ment that the type of analysis of benefits necessary to support regulatory action 
under section 6 be undertaken in the context of section 4. 

Question 3. To increase our understanding of health and environmental effects, 
we need more test data. This in turn relies on improved testing methodology. 
Presumably, in an ideal world, one would hope for sensitive, inexpensive, and not 
very time-consuming test methods. What is your assessment of the status of testing 
methodology? What is EPA doing to improve testing methodology? 

Answer. In general, testing needs fall into two categories. First, there is a need 
for test methods to identify the potential that a chemical has to produce a certain 
effect. These can be thought of as screening tests which, ideally, should be rapid, 
inexpensive, and very sensitive. Second, there is a need for methods to determine 
whether a chemical in fact produces a given toxicological effect. These evaluation 
tests generally are performed in animals and are often expensive and time-consum- 
ing. Ideally, screening tests can be employed to help decide on the need for evalua- 
tion tests. 

Human Health Effects Testing 

Generally, adequate evaluation test methods exist for carcinogenicity, mutageni- 
city, teratogenicity, acute toxicity, subchronic toxicity, and chronic toxicity. Evalua- 
tion tests for neurotoxicity and behavioral toxicity, however, are not as far ad- 
vanced. Also, certain additional features would be desirable in some of these tests 
(e.g., in teratogenicity tests, the ability to detect effects other than malformations in 
offspring as a result of in utero exposure). 

EPA's Office of Research and Development has initiated a major new program in 
neurotoxicity and behavioral toxicity testing and is working on improvements in a 
number of the other evaluation methods. 

In general, there is a big gap in the area of good screening tests. While there are 
adequate screening tests for mutagenicity, carcinogenicity, and general toxicity, 
there are no such tests for teratogenicity, reproductive effects, and for most organ- 
specific toxicities. There is work being done by EPA's Office of Research and 
Development and the National Toxicology Program in most of these areas. 

Environmental Fate and Effects Testing 

Testing methodology in these fields is not as advanced as that in the health 
effects area. Unlike health effects tests, which are designed to evaluate hazards to 
one species — humans — environmental tests need to deal with effects to any of a 
myriad of species and particularly with impacts on the overall makeup of a commu- 
nity of species. Thus, beside screening tests and evaluation tests for species impacts, 
there must be tests to estimate the potential for disruption to ecological communi- 
ties. 

In these areas, although several types of tests have been employed by scientists, 
relatively few have been standardized and validated. To fill this gap, EPA's Office of 
Research and Development is undertaking a round-robin testing program to vali- 
date several tests for TSCA purposes. 

These efforts impact only a small fraction of the types of tests needed. In particu- 
lar, good screening tests are absent. The field, however, is now making a number of 
rapid advances, so that sound, relatively comprehensive testing schemes for environ- 
mental effects may be available within a few years. 

Question 4- In developing testing guidelines and standards, to what extent has 
EPA involved the appropriate scientific professional societies in critical peer review 
of the Agency work product, e.g., National Academy of Sciences, American Society 
of Toxicology, American Chemical Society? 

Answer. It is EPA's policy to solicit public participation in all rulemaking activi- 
ties, including participation by knowledgeable scientists and scientific groups. In the 
development of the proposed TSCA testing standards for oncogenicity, chronic onco- 
genicity and chronic toxicity testing and Good Laboratory Practices standards (pub- 
lished 5/9/79 in the Federal Register), EPA staff had many meetings and discus- 
sions with non-EPA scientists. At meetings held in July and August 1978, scientists 
from industry and environmental groups reviewed preliminary drafts, discussed the 
Agency's approach, and discussed alternatives to various aspects of the standards. 
Drafts also were discussed with EPA's Science Advisory Board at meetings held in 
June and August 1978. In addition, other meetings on specific scientific issues were 
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held. A meeting on pathology requirements was held in April 1978, and a meeting 
with National Cancer Institute scientists was held in August 1978 to discuss statisti- 
cal and pathology aspects of the oncogenicity and chronic toxicity testing standards. 

Major workshops have recently been held covering subchronic toxicity, neurotoxi- 
city, and behavioral toxicity testing, and 24 separate genetic toxicity test systems, in 
which members of various scientific societies either chair committees or serve on 
steering committees. This latter activity is known as the Gene-Tox Program, which 
involves over 150 scientists. In addition, EPA has just entered into interagency 
agreements with the President's Council on Environmental Quality (CEQ) and the 
Department of Energy (DOE) to evaluate and develop new methodologies for ecosys- 
tem effects testing. This program will be carried out with the help of an expert 
panel established by the National Academy of Sciences, under contract with CEQ, 
and a staff team at DOE's Oak Ridge National Laboratory. 

Question 5. Two years ago the Society of Toxicology issued a study that criticized 
the method of Federal research in toxicology and the lack of coordination among 
agencies. In particular they were concerned about the question of in-house versus 
external funding of research. What is EPA's position with regard to funding toxico- 
logical research within the agencies or outside, such as universities? How much 
support is university research getting? 

Answer. EPA's toxicological research is performed by its own staff scientists, 
where they have the required expertise, and by universities, research organizations, 
and other Federal agencies under grants, contracts, and interagency agreements. 
This approach enables the Agency to take full advantage of the availability of 
various types of expertise in various organizations. The Agency cannot afford to hire 
and retain experts in all the specialized areas of toxicology that would be required 
to carry on a comprehensive in-house program of toxicological research. In fiscal 
year 1977, approximately 24 percent of the Agency's budget for research on toxic 
substances (including toxicological and other research) went to colleges and univer- 
sities. This amounted to $35.4 million. 

Question 6. Section 27 of TOSCA provides that the Secretary of HEW, in consulta- 
tion with the EPA Administrator, may conduct and make grants for research in the 
areas of toxicology testing. Can you summarize for us the magnitude of efforts in 
this regard? How does the government effort compare in scope with the effort in the 
private sector? 

Answer. DHEW's activities in the area of toxicology testing are extensive. The 
National Toxicology Program (operated under the auspices of DHEW) has an operat- 
ing budget of approximately $40 million. In addition, each of the Federal agencies 
concerned with the health effects of chemicals spends a considerable amount of 
funds on toxicology research. An OMB evaluation of government sponsored environ- 
mental health research (of which toxicology is a subpart) by seven agencies (EPA, 
NCI, NIEHS, NIOSH, FDA, OSHA, and CPSC) for FY 80 indicated that approxi- 
mately $400 million had been earmarked by those agencies for such research. This 
did not take into account the research expenditures of such agencies as the Depart- 
ments of Energy, Agriculture, and Interior. 

We do not have an accurate estimate on the amount of toxicology research being 
carried out in the private sector. While such efforts are undoubtedly substantial and 
indeed much research is mandated either implicitly or explicitly by various public- 
health type statutes, it is our belief that such private research involves to a greater 
degree the testing of particular substances rather than research into testing meth- 
odologies. 

Question 7. What mention in your testimony that the EPA has its own hazard 
evaluation process for identifying chemicals for testing under section 4 testing rules. 
What is this system and how does it work? How many chemicals do you currently 
have in this process? What stage are they in? Can you tell yet what chemicals may 
be evaluated as requiring testing under a section 4 test rule? 

Answer. EPA's Office of Toxic Substances is developing assessment processes 
covering its major responsibilities under TSCA: new chemical and significant new 
use assessments, assessments of chemicals for section 4 testing, comprehensive 
assessments, and priority problem assessments. 

In general, these processes can be characterized as multistage reviews designed to 
use resources as efficiently as possible by identifying and assessing highest priority 
problems. Premanufacture review is initiated by a submission by a manufacturer 
for a new chemical or significant new use as specified under section 5 of TSCA. The 
assessment involves an initial review phase for all submittals and a risk assessment 
phase for those which may require some action. 

The other three processes, which relate primarily to existing chemicals, are 
initiated by such events as substantial risk notifications under section 8(e), reports 



Digitized by VjOOQIC 



40 

received under section 8(c), recommendations from the Interagency Testing Commit- 
tee, or the Office of Toxic Substances' own systematic selection of chemicals requir- 
ing assessment. In these cases, too, there is a preliminary review designed to sort 
out potential problems based on their likely significance, followed by in-depth as- 
sessments of the ones that seem most significant. 

Some 80 chemicals or groups have reached one or more stages of these processes 
(not counting the more than 250 substantial risk notices that have been reviewed). 
About half are being evaluated for possible section 4 testing. 

Question 8. You mention in your testimony that in order to issue a rule requiring 
the testing of a specific chemical, the Agency must find that there is insufficient 
information upon which it can reasonably determine or predict the effects of the 
chemical on human health or the environment due to its manufacture, processing, 
distribution, use, or disposal. If this finding is as important to issuing testing rules 
as it appears, what system has the EPA set up to determine that insufficient 
information exists? 

Answer. Before making a finding that insufficient information exists, EPA makes 
an extensive effort to locate and evaluate existing information. A comprehensive 
search of the published literature is made; it is designed to locate over 95 percent of 
all published articles with respect to a chemical being considered for a testing rule. 
This search, conducted both manually and through computerized data bases, is 
capable of picking up all but the most obscure published articles. The Agency also 
takes into consideration the public comments made in response to recommendations 
from the Interagency Testing Committee; such comments may include information 
concerning testing that has already been performed. In addition, the Office of Toxic 
Substances makes a systematic effort to obtain relevant data from other EPA offices 
and other Federal agencies. Finally, the Agency, as needed, will issue rules under 
TSCA section 8(d) to obtain any unpublished data on chemicals under consideration 
for testing rules. 

Question 9. Given the need to rely on industry test data and recognizing that in 
the short-term there will be shortages in the available people and facilities to 
implement TOSCA, how do you plan to ensure quality control of the test data 
provided to EPA? 

Answer. In May 1979, together with the proposed TSCA standards for oncogeni- 
city and chronic toxicity testing, EPA proposed Good Laboratory Practice (ULP) 
standards for health effects testing. The GLP proposal includes standards for the 
identity, purity, and composition of substances being tested, as well as specifications 
for handling and storage of such substances; personnel qualifications; the establish- 
ment and operation of Quality Assurance Units in testing laboratories; equipment 
and facilities; recordkeeping; and so on. 

An agreement to coordinate the auditing of testing facilities has been worked out 
between EPA and the Food and Drug Administration. The FDA auditing program 
includes facilities engaged in testing substances under TSCA and FIFRA. 

EPA's Office of Toxic Substances also is developing Good Laboratory Practice 
standards for environmental testing. 

Question 10. What role will independent laboratories play with regard to imple- 
menting the testing provisions? What has been the track record of these independ- 
ent labs? The idea has been proposed that private labs doing toxicological work for 
the government should be required to reveal their private contracts to ensure that 
there will not be a conflict of interest. Has this been considered? 

Answer. Chemical manufacturers and processors required to submit test data 
under TSCA are free to decide where to have the testing performed. Thus, some 
tests will be performed by the chemical companies' own laboratories, some by 
university laboratories, and some by independent laboratories. A significant portion 
probably will be performed by independent laboratories. 

EPA and the Food and Drug Administration (FDA) both have identified cases in 
which the results of testing done by such laboratories was unreliable or unusable 
for regulatory purposes. To deal with this problem, FDA has adopted, and EPA is 
about to adopt, Good Laboratory Practices standards for health effects testing. In 
addition, the two agencies are working together in a laboratory auditing program to 
check on compliance with GLP requirements. 

Laboratories performing toxicological work for the government also may be under 
contract to chemical companies. As long as such laboratories perform the govern- 
ment's work in accordance with their contractual obligations, it is not clear that 
anything would be gained by requiring disclosure of their non-government con- 
tracts. 

Question 11. The White House has initiated a domestic policy review (DPR) 
dealing with industrial innovation. One of the issues concerning the Toxic Sub- 
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stances Control Act is the impact it will have on innovation. In a submission to the 
Department of Commerce which is coodinating the DPR, the EPA states "The Toxic 
Substances Control Act may, in fact, significantly improve the climate for innova- 
tion in the chemical industry by replacing much of the present uncertainty with 
pre-established and well-defined procedures." What is the basis for this assessment? 
Is EPA contemplating building an in-house capability to determine the impact of 
TOSCA on innovation? 

Answer. EPA's statement is based on the generally recognized principle that 
uncertainty is a major impediment to technological innovation — whether it is uncer- 
tainty about potential feasibility and marketability or about the impact of regula- 
tory requirements. TSCA was enacted because of increasing scientific and public 
concern about the known and suspected environmental and health hazards of com- 
mercial chemicals. In the absence of established ways of responding to such concern, 
the climate for technological innovation in the chemical industry could be expected 
to worsen. TSCA implementation will, of course, result in some increase in the cost 
of developing and marketing chemicals, but it will provide guidelines and regula- 
tions that will spell out chemical companies' responsibility for determining whether 
their products would pose significant environmental or health hazards. To the 
extent that such guidelines and regulations clearly establish chemical companies' 
obligations in this area, the uncertainties affecting innovation should be somewhat 
reduced. 

Question 12. The EPA has estimated the price range for only the premanufactur- 
ing notification portion of TSCA, that is, the cost of the notification forms excluding 
any additional testing costs. Estimates range from $2,500 to $14,000. A. D. Little, in 
a study done for EPA, has projected a significant impact of this cost on technologi- 
cal innovation in the chemical industry. What did their study find and how do you 
view their results? Do you have any current estimates of the additional impact 
which might result from the cost of increased testing for toxicity? 

Answer. The costs of completing the premanufacture notification form were com- 
puted based on the judgment and expertise of contractor personnel rather than an 
attempt to develop actual costs for sample chemicals. In addition, the costs of 
completing the notice form will vary according to a variety of factors including: the 
amount of test data which exist concerning the new chemical substance; the amount 
of data "known or reasonably ascertainable" to the firm; and the level of expertise 
employed by the firm in completing the form. 

Thus, the costs of completing the form were estimated in ranges. The contractor 
approximated the universe of new chemical substances from a sample of 16 recently 
introduced chemicals. Sales data for 1977 were obtained for the sample chemicals, 
and a linear sales relationship was assumed over the first ten years of the chemi- 
cals' commercial lives. 

A hypothetical relationship was developed between the average notification cost 
and resultant magnitude reduction in new chemical commercialization. The under- 
lying assumption in this relationship is that "the maximum supportable (reporting) 
cost was equivalent to about 2 percent of a chemical's gross sales value during its 
first 10 years on the market." The time constraints in conducting this analysis 
necessitated an assumption of this nature. It should be pointed out, however, that 
this assumption does not account for the manufacturer's ability to pass regulatory 
costs on in the form of price increases. 

The effect on the number of new chemicals brought to market by the notification 
requirement would be a function of the actual notification costs incurred by each 
manufacturer of an individual new chemical. Due to an absence of information on 
the types of new chemicals to be brought to market in the near future and the 
quantity of data that will be available to these submitters, no attempt was made to 
project the range of estimated costs for specific new chemical submissions. 

Recognizing the above limitations, the following contract study conclusions are of 
particular significance to EPA: 

(1) The estimated minimum costs of completing the mandatory portion of the 
notice form ranged from $2,500 to $14,000. Between 40 percent and 80 percent of the 
chemicals in the sample would have been able to absorb these costs and still reach 
commercialization. 

(2) The estimated maximum costs of completing the mandatory portion of the 
form ranged from $3,700 to $22,000. Between 30 percent and 75 percent of the 
chemicals in the sample would have been able to absorb these costs of notification 
and still reach commercialization. 

It is EPA's best judgment that it is unlikely that the majority of chemicals would 
fall on the extremes of the projections and therefore reliance on the impacts of the 
high ranges would be misplaced. 
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(3) The estimated costs of completing the optional portion of the form were $5,500 
to $20,000 making the maximum total cost of completing the form $9,200 to $41,000. 
10 percent to 55 percent of the chemicals in the sample would have been able to 
absorb these costs of notifications and still reach commercialization. EPA questions 
the significance of these computations, however, because it is unlikely that a manu- 
facturer would complete these optional parts if it meant sacrificing a considerable 
portion of the profitability of a chemical. 

As to testing costs, which were not included in the A. D. Little study: 

It appears that many chemicals currently in commercial production are low 
volume, specialty chemicals. Preliminary information derived from the inventory of 
chemical substances developed by EPA under section 8(b) of the Act suggests that 
approximately 75 percent of all chemicals in production in the United States have 
annual production volumes of less than 100,000 pounds. Most of these chemicals 
have been developed for specific uses. They compete with numerous potential substi- 
tutes and face highly price sensitive demand. 

Presumably, many new chemical substances will share some of these features. For 
a typical new substance, initial production may be low and increase as the sub- 
stance penetrates the market. Making conservative assumptions about sales prices, 
gross margins on sales, product lives, and start-up costs, it appears that for many 
new chemicals it may not be economically feasible to perform very much testing for 
health and environmental effects or chemical fate at the premanufacture stage. For 
some chemicals, the manufacturer might therefore decide to forego production of 
the chemical rather than incur the cost of testing it. It is thus possible that 
premanufacture testing sufficient to produce the information needed for a reasoned 
risk assessment could inhibit innovation in the chemical industry. EPA hopes to 
minimize this effect by issuing testing guidelines to help manufacturers focus their 
testing efforts on substances which, because of anticipated exposure or preliminary 
indication of toxicity, are more likely to present a risk to health or the environ- 
ment. 

Perhaps the most difficult situation arises when a new chemical substance is 
expected to be produced in small quantities but for a use that will expose large 
segments of the population. An example would be minor component of a widely 
used consumer product. In this situation, the probability of widespread human 
exposure would indicate the need for health effects testing. However, the anticipat- 
ed low production volume might mean that the anticipated profits from the chemi- 
cal would be insufficient to cover the costs of the necessary health tests. In this 
situation, the manufacturer might decide to not attempt to market the substance. 

Considering the premanufacture review program as a whole, it is difficult to 
predict accurately the actual degree to which chemical innovation might be inhibit- 
ed by testing guidelines. It would depend on the cumulative individual decisions of 
many manufacturers developing a variety of chemicals for diverse uses. 

It is reasonable to generalize, however, that detailed guidance will encourage 
more testing to be carried out. Due to the cost of testing when guidance indicates 
the need for it, some low market potential chemicals would not be produced. 
However, the public would gain greater certainty that those that are produced do 
not present an unreasonable risk to health or the environment. Conversely, more 
general guidance could result in less testing. Therefore, there would be more chemi- 
cal innovation but less certainty concerning risk. Finding the proper balance be- 
tween information needed for public assurance of safety and societal benefits from 
chemical innovation is a vital part of the long term successful implementation of 
ToOA. 

Question IS. In the area of international trade, what are the impacts of the 
testing requirements of TOSCA on U.S. firms competing in foreign markets? 

Answer. While the Agency is aware that its testing requirements may impose 
certain difficulties for U.S. firms competing in foreign markets, the extent and 
nature of these difficulties have not been determined. It should be noted that 
foreign firms doing business in the United State also will be subject to testing rules 
covering chemicals that are imported. This could also have some impact on interna- 
tional trade. EPA is undertaking studies of the impact on foreign trade (as well as 
other potentially more significant economic impacts) of specific testing rules. 
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